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FORMAL RULEMAKING AND JUDICIAL RE- 
VIEW: PROTECTING JOBS AND THE ECON- 
OMY WITH GREATER REGULATORY TRANS- 
PARENCY AND ACCOUNTABILITY 


TUESDAY, MAY 31, 2011 

House of Representatives, 

Subcommittee on Courts, 

Commercial and Administrative Law, 

Committee on the Judiciary, 

Washington, DC. 

The Subcommittee met, pursuant to call, at 4:05 p.m., in room 
2141, Rayburn House Office Building, the Honorable Trey Gowdy, 
(Vice-Chairman of the Subcommittee) presiding. 

Present: Representatives Gowdy, Franks, and Quigley. 

Also Present: Representative Conyers. 

Staff Present: (Majority) John Hilton, Counsel; Johnny Mautz, 
Counsel; Allison Rose, Professional Staff Member; Ashley Lewis, 
Clerk; (Minority) James Park, Subcommittee Chief Counsel; and 
Susan Jensen-Lachmann, Counsel. 

Mr. Gowdy. The Subcommittee will come to order. This is the 
Subcommittee on Courts, Commercial and Administrative Law. It 
is a hearing on formal rulemaking and judicial review, protecting 
jobs and the economy with greater regulatory transparency and ac- 
countability. 

I want to welcome our three witnesses. I will recognize myself for 
an opening statement and then recognize the gentleman from Illi- 
nois. 

Today the Subcommittee continues to examine whether Washing- 
ton’s regulatory scheme cycles job creation and impedes economic 
growth, and will look at practical, commonsense alternatives to the 
status quo which has placed a $1.75 trillion regulatory burden on 
the back of our economy. 

Our specific focus today will be on whether increased use of for- 
mal rulemaking and more vigorous judicial review can help to take 
unnecessary and redundant deleterious regulations out of the equa- 
tion. 

For the first 3 decades after the Administrative Procedure Act 
was adopted in 1946, agencies routinely made regulations by for- 
mal rulemaking. As a former prosecutor I am aware of the value 
of this process. Like a trial, formal rulemaking allows persons who 
are affected by a proposed regulation to introduce evidence, call 
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witnesses to testify under oath, and, most critically, cross-examine 
other witnesses. 

Since the 1970’s, however, agencies have avoided formal rule- 
making whenever possible, and courts rarely require agencies to 
engage in it. Instead, agencies make regulations through informal 
notice and comment procedures. This offers the public and regu- 
lated entities less opportunity to challenge agency predispositions 
in the rulemaking process. It also shields burdensome rules from 
the most effective way to vet them for mistakes. 

Another factor that encourages excessive regulation is the def- 
erential standards of judicial review courts apply when a regula- 
tion is challenged. When an agency makes a regulation through in- 
formal rulemaking, a court will uphold that regulation unless it is 
arbitrary, capricious, an abuse of discretion, or otherwise not in ac- 
cordance with law. A regulation made by formal rulemaking is 
upheld if it is based on substantial evidence, but courts often treat 
these standards as identical and lenient, which I am sure our wit- 
nesses can and hopefully will address. 

The Supreme Court has held that a court should be, quote, at its 
most deferential when an agency makes a scientific determination 
in the process of rulemaking. This principle has been called “super- 
deference,” although that term certainly cannot be found anywhere 
in the text of the Administrative Procedure Act. Courts defer to 
agencies’ legal conclusion according to the well-established Chevron 
doctrine. If Congress has granted an agency the discretion to make 
a rule, then the rule will be upheld if it is reasonable. Less clear 
is how a court should treat an agency’s own determination of 
whether Congress actually granted the agency the discretion to 
make the rule in the first instance. 

Relatedly, courts also defer to an agency’s own interpretation of 
its own sometimes ambiguous regulations. How a court should ap- 
proach these questions is up for discussion at today’s hearing. 

Finally, at our hearing on February 28, 2011, we heard testi- 
mony that courts should be able to review agency compliance with 
the Information Quality Act and other statutes that are ancillary 
to the APA rulemaking process. This Subcommittee will also hope- 
fully be able to explore that suggestion in more depth today. 

I look forward to our witnesses’ testimony. And again I thank 
you for your presence. 

[The prepared statement of Mr. Gowdy follows:] 

Prepared Statement of the Honorable Trey Gowdy, a Representative in Congress 

from the State of South Carolina, and Vice-Chairman, Subcommittee on Courts, 

Commercial and Administrative Law 

Today the Subcommittee continues to examine why Washington’s regulatory sys- 
tem stifles job creation and impedes economic growth, and will look at practical, 
common-sense alternatives to the over-burdensome status quo that has placed a 
$1.75 trillion regulatory burden on the back of our economy. 

Our specific focus today will be on whether increased use of formal rulemaking 
and more vigorous judicial review can help to tame out-of-control regulation. 

For the first three decades after the Administrative Procedure Act was adopted 
in 1946, agencies routinely made regulations by formal rulemaking. As a former 
prosecutor, I am aware of the value of this process. Like a trial, formal rulemaking 
allows persons who are affected by a proposed regulation to introduce evidence, call 
witnesses to testify under oath, and — critically — cross-examine other witnesses. 

Since the 1970s, however, agencies have avoided formal rulemaking whenever 
possible, and courts rarely require agencies to engage in it. Instead, agencies make 
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regulations through informal, notice-and-comment procedures. This offers the public 
and regulated entities less opportunity to challenge agency predispositions in the 
rulemaking process. It also shields burdensome rules from the most effective way 
to vet them for mistakes. 

Another factor that encourages excessive and misguided regulation is the deferen- 
tial standards of judicial review courts apply when a regulation is challenged. When 
an agency makes a regulation through informal rulemaking, a court will uphold that 
regulation unless it is “arbitrary, capricious, an abuse of discretion, or otherwise not 
in accordance with law.” A regulation made by formal rulemaking is upheld if it is 
based on “substantial evidence.” But courts often treat these standards as identical 
and lenient, which I am sure our witnesses can address. 

The Supreme Court has held that a court should be “at its most deferential” when 
an agency makes a “scientific determination” in the course of rulemaking. This prin- 
ciple has been called “super-deference,” although that term certainly is not found 
anywhere in the text of the Administrative Procedure Act. 

Courts defer to agencies’ legal conclusions according to the well-established Chev- 
ron doctrine: If Congress has granted an agency the discretion to make a rule, then 
the rule will be upheld if it is reasonable. But less clear is how a court should treat 
an agency’s own determination of whether Congress actually granted the agency the 
discretion to make the rule. Belatedly, courts also defer to an agency’s own interpre- 
tation of its own ambiguous regulation. How courts should approach these questions 
is up for discussion at today’s hearing. 

Finally, at our hearing on February 28, 2011, we heard testimony that courts 
should be able to review agency compliance with the Information Quality Act and 
other statutes that are ancillary to the Administrative Procedure Act rulemaking 
process. The Subcommittee will be able to explore that suggestion in more depth 
today. 

I look forward to our witnesses’ testimony and reserve the balance of my time. 


Mr. Gowdy. At this point, I recognize the gentleman from Illi- 
nois, Mr. Quigley. 

Mr. Quigley. Thank you, Mr. Chairman. As the overarching pro- 
cedural framework for the Federal administrative agencies, the Ad- 
ministrative Procedure Act, or APA, is largely responsible for cre- 
ating a regulatory process that is best characterized as balanced. 
On one hand the APA provides procedural protections sufficient to 
guarantee all affected parties both due process and decisions based 
on accurate factual findings. On the other hand, it gives adminis- 
trative agencies a great deal of rulemaking informality and flexi- 
bility. It is this informality and flexibility that allows agencies to 
confront the myriad of complex problems that American society 
must face to protect the public from harm. 

Congress has generally seen fit to permit this level of flexibility 
because of the agencies’ expertise in specific areas of public policy. 
This allows the agencies to tailor their response to specific prob- 
lems in a way that Congress, the courts, and the elected executive 
branch officials cannot. 

In light of the need to maintain this balance developed over dec- 
ades of practice, agencies have largely abandoned formal rule- 
making in favor of the still substantial procedural requirements of 
informal rulemaking. Likewise, the courts have adopted a stance 
that is mostly deferential to agency decision making, while still ex- 
ercising real scrutiny through the, “Hard-Look Doctrine” under 
which courts will carefully scrutinize an agency’s informal rule- 
making process while being careful to avoid the taint of “rule- 
making from the bench.” 

Both the expanded use of formal rulemaking and more stringent 
judicial review of agency rulemaking conflict with the longstanding 
balance between procedural protections and rulemaking flexibility. 
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and they would hamper government’s ability to respond promptly 
to pressing societal problems. 

Most scholars of administrative law, regardless of ideological per- 
suasion, appear to agree that expanding the use of formal rule- 
making is effectively the equivalent of simply stopping rulemaking 
in its tracks. 

Formal rulemaking is an adversarial process in which the agency 
and affected parties engage in a trial-type process to determine 
whether a proposed rule should go into effect. Moreover, formal 
rulemaking places the burden of proving that a proposed rule is 
supported by substantial evidence on the agency, which is a fairly 
high burden to meet. 

More than two generations of expertise with formal rulemaking 
has taught us that it adds little to the accuracy or fairness of the 
rulemaking process, while tremendously increasing costs and delay. 

Similar concerns exist with respect to imposing a more stringent 
judicial review standard. As with the expanded use of formal rule- 
making procedures. Congress considered and rejected creating a 
more stringent judicial review standard for agency rulemaking 
back in the early 1980’s. The concerns expressed then continue to 
exist today. Heightened judicial review would increase costs and 
delay in the process by opening the door to unending appeals in 
which parties opposed to a given rule will ask simply to second- 
guess the wisdom of that rule. 

Finally, we should be careful about extending judicial review re- 
quirements to other statutes that touch on administrative proce- 
dure, including the Information Quality Act, or IQA. 

While the discussion of how much regulation we should have in 
our society today is one we should embrace, it is also one we must 
get right. There is indeed a healthy tension between the tug on in- 
dustry to be free of constraints to fuel innovation, growth in job 
creation, and the duty of regulators to shape policy that will thrive 
to the public’s health, safety, and welfare. 

Effective regulation is a complex balancing act, the result of a 
vigorous process that weighs costs against benefits. 

While I look forward to hearing the testimony of our distin- 
guished panel of witnesses today, I am inclined to think that the 
rulemaking procedures instituted by the APA and further clarified 
by the courts have properly struck this balance. 

Mr. Chairman, I close with an anecdotal reminder that we 
should be wary of returning to an APA of old. In the 1960’s, of the 
16 formal rulemakings under the Food, Drug, and Cosmetic Act, 
not one was completed in less than 2 years, and the average time 
that elapsed between first proposal and final order was 4 years. In 
one proceeding, the question concerned whether the FDA should re- 
quire that peanut butter contain at least 90 percent peanuts as op- 
posed to 87 percent peanuts. In the peanut butter case, a govern- 
ment witness was cross-examined for an entire day about a survey 
of cookbook and patented peanut butter formulas, missing recipes, 
and his personal preferences regarding peanut butter. 

I think that you and I can agree that while we may celebrate the 
fact that the personal peanut butter preferences in this room likely 
range from extra creamy to extra chunky, America has far too 
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many challenges in front of it today to dedicate taxpayer resources 
to investigating such matters. Thank you, and I yield back. 

Mr. Gowdy. I thank the gentleman from Illinois. 

The Chair at this point would recognize the former Chairman of 
the full Committee, the gentleman from Michigan Mr. Conyers. 

Mr. Conyers. Thank you, Mr. Trey Gowdy, Vice-Chairman of 
this Subcommittee, who in your first term has accomplished more 
than most Members of Congress. Your meteoric rise is sometimes 
frightening. But I am happy to be here with you and will try to re- 
mind you of some of the history that is involved in this notion of 
having agencies have trials in terms of their rulemaking. And as 
a former prosecutor, you have gotten into that mode pretty well 
across the years, and you have done quite brilliantly in that regard. 

Mr. Gowdy. Thank you. 

Mr. Conyers. But this is not a trial. The agency rules should not 
be subjected to a trial. The infamous peanut butter case with the 
FDA, in which it took 10 years under the process that you now rec- 
ommend to determine whether 90 percent or 87 percent of the pea- 
nut butter should have peanuts in it, that is almost Saturday 
Night Live material. 

But I want to also remind you that even another colleague of 
ours in the other body, Mark Warner, is sympathetic to some kind 
of change. But he has restrained himself — even though I might re- 
mind you that he too is a freshman in the other body — about this 
whole idea. 

Now, I am going to study your comment that the more formal- 
ized rulemaking will help create jobs. This is the most astounding 
statement that I have heard this week in the House of Representa- 
tives. And as one who comes from a place that needs jobs des- 
perately, if there is a scintilla of evidence that would support that 
premise, you and I are going to be on whatever legislation that you 
will attach to that theory. It is clearly another way of trying to stop 
the ObamaCare bill, as I like to call it, the new health care reform 
measure, by subjecting it to even more delay because there are so 
many requirements for agency regulations. And I want to give the 
conservative leadership credit in the House, that even after they 
lose the vote, they never give up. And I admire that kind of deter- 
mination to even undermine a popular vote in the House of Rep- 
resentatives. 

It reminds me of what the dean of the House of Representatives, 
John Dingell of Michigan, talked about in 1982. I don’t know what 
you were doing then. I warrant you weren’t even practicing law 
then. But nevertheless. Chairman Dingell talked about that they 
were opposing comprehensive regulatory reform legislation that fol- 
lows to a “T” what is being proposed in the notion that is before 
us today. And Chairman Dingell charged opponents with the accu- 
sation that the legislation wouldn’t improve Federal rulemaking 
but rather would harm it by creating further delays and giving a 
small group of people an unfair advantage in getting heard during 
the process. 

I have some other comments to make, but I think you get my 
drift. I will turn back my time and thank you for allowing me to 
speak. 

Mr. Gowdy. I thank the gentleman from Michigan. 
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Without objection, other Members’ opening statements will be 
made part of the record. 

[The prepared statement of Mr. Quigley follows:] 


Statement of the Honorable Mike Qnigley 
For the Hearing on “Final Rulemaking and Judieial Review: 
Proteeting Jobs and the Eeonomy with Greater Regulatory 
Transpareney and Aeeountability” 

Before the Subcommittee on Courts, Commercial and 
Administrative Law 

Tuesday, May 31, 2011 at 4:00 p.m. 

2141 Rayburn House Office Building 

As the overarching procedural framework for federal 
administrative agencies, the Administrative Procedure 
Act, or APA, is largely responsible for creating a 
regulatory process that is best characterized as a balance. 


On the one hand, the APA provides procedural 
protections sufficient to guarantee all affected parties both 
due process and decisions based on accurate factual 
findings. On the other hand, it gives administrative 
agencies a great deal of rulemaking informality and 
flexibility. 


1 
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It is this informality and flexibility that allows 
agencies to confront the myriad complex problems that 
American society must face and to protect the public from 
harm. 

Congress has generally seen fit to permit this level of 
flexibility because of agencies’ expertise in specific areas 
of public policy, which allows agencies to tailor their 
response to specific problems in a way that Congress, the 
courts, and elected Executive Branch officials cannot. 

In light of the need to maintain this balance, 
developed over decades of practice, agencies have largely 
abandoned formal rulemaking in favor of the still- 
substantial procedural requirements of informal 
rulemaking. 


2 
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Likewise, the courts have adopted a stance that is 
mostly deferential to agency decisionmaking while still 
exercising real scrutiny through the “hard look” doctrine, 
under which courts will carefully scrutinize an agency’s 
informal rulemaking process while being careful to avoid 
the taint of “rulemaking from the bench.” 

Both the expanded use of formal rulemaking and 
more stringent judicial review of agency rulemaking 
conflict with the longstanding balance between procedural 
protections and rulemaking flexibility, and they would 
hamper government’s ability to respond promptly to 
pressing societal problems. 

Most scholars of administrative law - regardless of 
ideological persuasion - appear to agree that expanding 
the use of formal rulemaking is effectively the equivalent 
of simply stopping rulemaking in its tracks. 


3 
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Formal rulemaking is an adversarial process in which 
the agency and affected parties engage in a trial-type 
process to determine whether a proposed rule should go 
into effect. 

It’s a process that employs cross-examination of 
witnesses by interested parties, the presentation of 
evidence by any interested party, and the presence of an 
administrative law judge or other presiding officer who 
can make evidentiary rulings, issue subpoenas, and make 
other decisions concerning the conduct of the proceeding. 

Moreover, formal rulemaking imposes the burden of 
proving that a proposed rule is supported by substantial 
evidence on the agency, which is a fairly high burden to 
meet. 


4 
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More than two generations of experience with formal 
rulemaking has taught us that it adds little to the accuracy 
or fairness of the rulemaking process, while tremendously 
increasing cost and delay. 

Indeed, as far back as 1941, the Attorney General’s 
Committee on Administrative Procedure, in a Final 
Report that ultimately led to the APA’s enactment, 
described formal rulemaking as “cumbersome and 
expensive” and further noted that restrictions imposed by 
the Bituminous Coal Act - which required adversary 
proceedings - had “nearly induced paralysis.” 

Similar concern about the use of trial-like procedures 
in the rulemaking process surfaced 30 years ago, when 
Congress considered and rejected legislation that would 
have, among other things, expanded the use of so-called 
“hybrid” rulemaking for major rules. 


5 



In a 1982 report, the Congressional Research Service 
concluded that this legislation, which would have 
included the opportunity for parties to cross-examine 
agency officials, was “ineffective, costly and a source of 
delay and uncertainty and an increased risk of judicial 
reversal on procedural grounds.” 

1 ask unanimous consent that copies of Chapter Vll 
of the 1941 Final Report of the Attorney General’s 
Committee on Administrative Procedure and the 
Congressional Research Service report on “The Future of 
Public Participation in Informal Agency Rulemaking 
Under Pending Regulatory Reform Proposals,” dated 
December 7, 1982, be entered into the record. 

Similar concerns exist with respect to imposing a 
more stringent Judicial review standard. 
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As with the expanded use of formal rulemaking 
procedures, Congress considered and rejected creating a 
more stringent judicial review standard for agency 
rulemaking back in the early 1980’s. The concerns 
expressed then continue to exist today. 

Heightened judicial review would increase costs and 
delay in the rulemaking process by opening the door to 
unending appeals in which parties opposed to a given rule 
will ask courts simply to second-guess the wisdom of that 
rule. 


I fear that this would do little to maximize the 
benefits or minimize the costs of regulation, but instead 
primarily serve as a way for moneyed interests to engage 
in dilatory tactics to stop vital public health and safety 
rules from going into effect. 


7 
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Finally, we should be careful about extending judicial 
review requirements to other statutes that touch on 
administrative procedure, including the Information 
Quality Act, or IQ A. 

Critics in the scientific community in particular claim 
that the IQ A - which, among other things, allows industry 
to challenge any scientific data disseminated by a federal 
agency - is simply a tool that allows corporations to try to 
discredit any information that is contrary to their business 
interests, whether they be coal companies challenging the 
bases for clean air regulations, pharmaceutical companies 
challenging safety concerns about new medication, or 
mining companies challenging the need for better mine 
safety rules. 


8 



T question the wisdom of extending judicial review of 
agency compliance with the IQA when the wisdom of the 
TQA itself is questionable. 

While the discussion of how much regulation we 
should have in our society today is one we should 
embrace, it is also one we must get right. 

There is indeed a healthy tension between the tug on 
industry to be free of constraints to fuel innovation, 
growth, and Job creation, and the duty of regulators to 
shape policy that will provide for the public’s health, 
safety, and welfare. 

Effective regulation is a complex balancing act, the 
result of a rigorous process that weighs costs against 
benefits. 
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While T look forward to hearing the testimony of our 
distinguished panel of witnesses here today, 1 am inclined 
to think that the rule-making procedures instituted by the 
APA and further clarified by the courts have properly 
struck this balance, and the proposals before us today 
would serve only to hamper government’s ability to 
respond promptly to great societal problems and 
challenges of our day. 

Mr. Chairman, T close with an anecdotal reminder 
that we should be wary of returning to an APA of old. 


10 
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In the 1960's, of 16 formal rulemakings under the 
Food, Drug and Cosmetic Act, not one was completed in 
less than two years and the average time elapsed between 
first proposal and final order was four years. In two of 
the 16 cases, the formal rulemaking proceedings took 
more than a decade, includmg one proceeding to 
determine whether the Food and Drug Administration 
(FDA) should require that peanut butter contain at least 
90% peanuts (as the FDA proposed) as opposed to 87% 
peanuts (as proposed by industry.) 

In the peanut butter case, a government witness was 
examined and cross-examined for an entire day about a 
survey of cookbook and patented peanut butter formulas, 
missing recipes, and his personal preferences regarding 
peanut butter. 


11 
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Mr. Chairman, T think you and T can agree that, while 
we may celebrate the fact that the personal peanut butter 
preferences in this room today likely range from extra 
creamy to extra chunky. Congress simply lacks the 
resources in this tough fiscal climate to spend its time 
investigating such matters. 

Thank you and 1 yield back. 


12 
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[The prepared statement of Mr. Conyers follows:] 


Statement of the Honorable John Conyers, Jr. 
for the Hearing on “Formal Rulemaking and Judieial Review: 
Proteeting Jobs and the Eeonomy with Greater Regulatory 
Transpareney and Aeeountability” 

Before the Subeommittee on Courts, Commereial and 
Administrative Law 

Tuesday, May 31, 201 1, at 4:00 p.m. 

2141 Rayburn House Offiee Building 


I have been saying for some time now that this 
Subcommittee has wasted an inordinate amount of 
time addressing ways to obstruct the administrative 
rulemaking process. Today’s hearing - the seventh 
such hearing in less than five months - will, 
unfortunately, be no different. 


While we have spent seven hearings to date on 
how to improve the bottom line of private industry, 1 
note that this Subcommittee has not held a single 
hearing this Congress on the ongoing home 
foreclosure crisis that is ravaging communities 
across our Nation. 

1 
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Nor, has the Subcommittee devoted any time at 
all examining what could very well be the next 
subprime mortgage crisis, namely, the tremendous 
educational loan debt that students are being saddled 
with in an a recessionary economy. 

Just last week, as some of you may know. 
Ranking Member Steve Cohen and T introduced 
H.R. 2028, the “Private Student Loan Bankruptcy 
Fairness Act of 2011,” which would provide 
meaningful relief to students overburdened with 
private school loan debt. 

Rather, this Subcommittee appears to be 
steadfastly committed to finding ways to promote 
the interests of big business by hobbling and slowing 
down the administrative rulemaking process. 


2 
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And, what would be the impact of slowing down 
the rulemaking process? It means that rules intended 
to protect the health and safety of American citizens 
will take longer to promulgate and become effective. 

We are talking about regulations that protect the 
quality of the air we breathe, the water we drink, and 
the food we consume. 

And, we are also talking about rules that ensure 
the safety of the cars we drive, the airplanes that 
convey us, and the places where we work. 

Slowing down the promulgation of these rules 
would only serve to put Americans at greater risk, 
while allowing polluters, makers of dangerous toys, 
and manufacturers of tainted drugs more time to 
avoid regulation. 


3 
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Indeed, the benefits of regulation far outweigh 
the costs. The latest draft Office of Management 
and Budget report to Congress on the cost and 
benefits of regulations concluded that for fiscal year 
2010, federal regulations cost between $6.5 billion 
and $12.5 billion but resulted in between $23.3 
billion and $82.3 billion in benefits. 

In other words, even when taking the highest 
cost estimate and the lowest benefit estimate, the 
benefits of federal regulation last fiscal year were 
nearly double the costs. 

While admittedly the rulemaking process is 
probably not perfect, the proposals we will be 
discussing today will make that process much worse, 
not better. 


4 
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For example, the proposal to expand the use of 
the Administrative Procedure Act’s formal 
rulemaking procedures has been soundly rejected by 
virtually every administrative law scholar of all 
ideological persuasions as unnecessary and even 
harmful to the rulemaking process. 

More than one commentator, in fact, has said 
that expanding the use of formal rulemaking is 
simply another way of telling agencies to stop 
issuing rules, including the kind of public health and 
safety rules that I just alluded to. 

It is puzzling to me why my friends on the other 
side of the aisle are promoting this idea when, in 
fact, more than a generation ago a similar idea was 
considered and rejected by Congress? 
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Are we, yet again, being offered old wine in new 
bottles without any good reason. 

Encumbering rulemaking with trial-like 
requirements such as cross-examination of 
government witnesses would not meaningfully 
improve the accuracy or fairness of agency 
decisionmaking. Rather, it would greatly increase 
the cost and delay of issuing regulations. 

Current informal, notice-and-comment 
rulemaking already imposes numerous procedural 
requirements. Formal rulemaking procedures, on the 
other hand, would severely hamper the ability of 
agencies to promulgate beneficial rules or to revise 
or rescind existing regulations. 
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Formal rulemaking would also favor industry, 
which has the ability to fund protracted cross- 
examination and dilatory challenges to agency fact 
findings, while taxpayers would have to fund the 
agency’s ligation expenses. 

And it would allow these regulated entities to 
effectively shape the agency’s rulemaking record to 
their advantage. 

There is also the risk that requiring more formal 
rulemaking will cause agencies to rely more on 
adjudications or guidance documents and other non- 
rulemaking processes as a means of policymaking, 
something that is not in anyone’s interest. 
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I would also be wary of statutorily creating a 
more stringent judicial review standard for agency 
rulemaking. 

More stringent judicial review - like formal 
rulemaking - would make rulemaking even more 
costly and time-consuming for agencies. This would 
force agencies to adopt more detailed factual records 
and explanations, effectively making it a back-door 
way to impose more procedural requirements on 
agency rulemaking. 

Also, a more stringent, less deferential judicial 
review standard runs the risk that judges could 
effectively make public policy from the bench 
without the specialized expertise that agencies 
possess. It also could allow a judge to impose his or 
her personal policy preferences as part of their 
review of an agency rule. 

8 
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A more stringent judicial review standard opens 
the door to abusive litigation by well-funded 
business entities and others who oppose regulations 
generally by creating more opportunities to appeal 
an agency’s decisions, which would make 
rulemaking more costly and expensive without 
maximizing the benefits or minimizing the costs of 
regulation. 

I find it particular ironic that the Majority - 
which has long decried “judicial activism” and 
“abusive litigation by trial lawyers” - would support 
insinuating both of these elements as part of so- 
called regulatory reform efforts. 

As has been shown time and again, the benefits 
of regulation far exceed its costs. Measures that 
ultimately are designed to hobble or prevent 
regulation altogether therefore put society at risk. 
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This effort is just another example of how some 
want to allow the fox to guard the chicken coop, and 
we all know how well that worked given the events 
that led to the Great Recession. 

Even former Federal Reserve Chairman Alan 
Greenspan, one of the most ardent proponents of 
unregulated capitalism in the marketplace, belatedly 
recognized he was wrong. 

Likewise, I believe both measures that we will 
consider today are wrongheaded. Perhaps it is a 
sign of desperation that big business - in trying to 
stop regulation - seeks to push long-discredited 
ideas that prioritizes profit over consumer 
protection. 


10 
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I hope we ean stop wasting our time on these 
types of hearings - whieh almost fetishize eorporate 
interest above broader soeietal interest - and get 
baek to foeusing on issues that matter to ordinary 
Amerieans. 


11 


Mr. Gowdy. We have a very distinguished panel of witnesses 
today. Each of the witnesses’ written statements will he entered 
into the record in its entirety. I ask that each witness summarize 
his testimony in 5 minutes or less. To help you stay within that 
time frame, you will notice, hopefully, some lights illuminating red, 
yellow, and green. And they mean what they traditionally mean. 
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So without further ado, I will introduce, starting from my left to 
right, your right to left, Mr. Edward W. Warren who is with the 
environmental practice group at Kirkland & Ellis, considered one 
of the first generation of environment attorneys. Mr. Warren has 
heen practicing environmental law almost since the EPA was 
founded. Despite his youthful appearance, I assume that that is a 
correct statement. A renowned litigator, Mr. Warren is a leading 
practitioner in the environmental practice group at Kirkland & 
Ellis. He received his B.A. Degree from Yale. After graduating from 
the University of Chicago law school, he clerked for judge Luther 
Swygert on the U.S. Court of Appeals for the Seventh Circuit. He 
is an adjunct professor at the University of Chicago and has taught 
administrative law at Georgetown and appellate litigation at 
George Mason University. He is a member of the American Law In- 
stitute and chairman of the Federalist Society’s administrative law 
practice group. Suffice it to say he is one of the foremost experts 
in the country. 

So at this point, we will recognize Mr. Warren for his 5 Minutes. 

TESTIMONY OF EDWARD W. WARREN, P.C., 
KIRKLAND & ELLIS, LLP 

Mr. Warren. Thank you. Thank you very much. And thank you 
for the opportunity to testify before this Committee this afternoon. 

Mr. Conyers. Mic, please. 

Mr. Warren. I am sorry. Can you hear me now? 

Mr. Conyers. I can. 

Mr. Warren. I have taught administrative law for a number of 
years, since 1995. But equally important, as the Chairman sug- 
gested, I have been an administrative law practitioner and litigator 
since 1970. 

This afternoon I will share with you my perspective about how 
administrative law has changed since I began practicing in 1970, 
and suggest that today’s agency practice has moved too far in the 
direction of exclusively notice and comment rulemaking. Specifi- 
cally, I recount my experience in various rulemaking cases where 
limited cross-examination of agency projections were key scientific 
and technical studies proved extremely helpful in facilitating effec- 
tive judicial review and improving the agency’s work product. 

My experience suggests that it would be wise to make carefully 
tailored amendments to the Administrative Procedure Act, which 
would permit slightly more formal proceedings in only major rules 
currently reviewed by the OIRA office. I am not suggesting formal 
rulemaking in every case, or that the procedures in 556 would 
apply to all of these rulemakings. I am suggesting something more 
limited, as you will see from my testimony. And I am suggesting 
also that this process that I am suggesting would improve not just 
for judicial review but the OIRA process at 0MB whereby the exec- 
utive branch reviews agency rules before they take effect. 

Now, I began by reminding us all that the Administrative Proce- 
dure Act was enacted in 1946 in response to perceived excesses by 
New Deal agencies. In reflecting that understanding. Justice 
Frankfurter, an administrative law professor at Harvard, con- 
cluded in Universal Camera that quote. Courts must now assume 
more responsibility for the reasonableness and fairness of agencies’ 



30 


decisions and, quote, that they not abdicate the conventional judi- 
cial function. 

Now at that time, the normal way that agencies proceeded was 
by adjudication. Rulemaking was a novel idea contained in the Ad- 
ministrative Procedure Act. But rulemaking became more popular 
in the 1950’s as sort of a summary judgment device whereby issues 
that were recurring in licensing proceedings or in adjudication 
could be dealt with once and for all by rulemaking. And then rule- 
making blossomed in 1970 with the enactment of various health 
safety and environmental statutes. 

Now at that time, many of the leading jurists and administrative 
law experts envisioned a limited role for oral hearings and cross- 
examination, again on the same things I am talking about, the 
issue of central importance, the key scientific and technical evi- 
dence underlying the agency’s decision. And that was especially 
true, as it is today, because of the enormous impact that some of 
these major rules can have on our economy. 

The likelihood of that occurring was sort of snuffed out in the 
1970’s by two Supreme Court decisions, the Florida East Coast 
Railroad case and the Vermont Yankee case. And where does that 
leave us with judicial review; because the process is now gone and 
the ability to have even the limited kind of suggestion that I am 
making has gone. 

So what do we have? We have a process-oriented judicial review 
with massive records, records that I can tell you as a litigator, most 
of which is irrelevant. It always boils down to a few key pieces of 
evidence. And on those key pieces of evidence, the ability to get at 
the heart of them and to find out what the assumptions are and 
how viable those assumptions are, the projections of the agency, 
these are the heart and soul of judicial review. And yet without 
cross-examination, it doesn’t work very well. 

Now I have given you, in my testimony, examples of three cases 
that are, in my own experience as a litigator — the International 
Harvester Case, the so-called benzene case, and a case called Cor- 
rosion Through Fitting, where for various reasons that are con- 
tained in my testimony, some kind of cross-examination was per- 
mitted. And I think those cases illustrate how a limited function 
for cross-examination would facilitate judicial review and improve 
the work product. 

I also suggest — my last sentence — I suggest in the third part of 
my testimony how this could be done in a limited, carefully tailored 
way in amending section 553 of the APA. Thank you. 

Mr. Gowdy. Thank you Mr. Warren. 

[The prepared statement of Mr. Warren follows:] 
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Prepared Statement of Edward W. Warren 
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Hearing on: “Formal Rnlemaking and Judicial Review: Protecting Jobs and the Economy 
with Greater Regnlatory Transparency and Accountability” 


Subcommittee on Courts, Commercial and Administrative Law 
Committee on the Judiciary 
II. S. House of Representatives 

May 31, 2011 

Thank you for the opportunity to testify before you this afternoon. As reflected in my 
attached CV, I have taught administrative law as an adjunct professor at various law schools 
since 1995. But equally important for my testimony today, 1 have been an administrative law 
practitioner and litigator since 1970, and it is that latter experience that gives rise to much of my 
testimony today. 

This afternoon, 1 will share with you my perspective about how administrative law has 
changed since I began practicing in 1970 and suggest that today’s agency practice has moved too 
far in the direction of exclusively notice-and-comment rulemaking with gigantic, written 
administrative records subject to process-oriented and deferential judicial review. Specifically, I 
recount my own experience in various rulemaking cases where limited oral cross-examination of 
agency projections or key scientific and technical studies proved extremely helpful in facilitating 
effective judicial review and improving the agency’s work-product. My experience suggests that 
it would be wise to make carefully-tailored amendments to the Administrative Procedure Act 
("APA”) which would permit slightly more formal procedures for major rules currently reviewed 
by the Office of Information and Regulatory Affairs (“OTRA”) under Executive Orders 12866 
and 13563.' 1 also suggest that OlRA’s record and final review documents be formally made 
part of the administrative record so that reviewing courts will have the benefit of OlRA’s expert 
analysis of key evidence and policy recommendations. 

I. The History of the APA 

As is well-known, the APA was enacted in reaction to the perceived excesses of New 
Deal agencies. Refecting this understanding, Justice Frankfurter — in the first APA case to reach 
the Supreme Court — concluded “that courts must now assume more responsibility for the 
reasonableness and fairness” of agency decisions and “they are not to abdicate the conventional 

' See Excc. Order No. 12866 (Sept 30. 1993); Exee. Order No. 13563 (Jan. 18, 201 1). 
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judicial function ”^ The agency decisional norm when the Court decided Universal Camera was 
adjudication in rate-making and licensing proceedings, with rulemaking a new and little-used 
tool. Rulemaking, however, began to blossom in the 1950s and 1960s, first as a sort of summary 
judgment device to decide recurring issues in licensing and adjudications.^ But with the advent 
of major environmental, health, and safety legislation in 1970, rulemaking quickly became the 
preferred fonn of agency decision-making. 

Many leading jurists and administrative law experts envisioned a limited role for oral 
hearings and cross-examination in rulemaking, especially given the enormous significance and 
economic impact on the private sector of certain major rules being issued by EPA and other 
agencies.'' For example, Judge Friendly, himself a leading administrative law scholar, would 
have adopted a nuanced approach, acknowledging that rulemaking hearings often invoke Section 
556 of the APA (setting forth the procedures for formal rulemakings), but also that the 
entitlement to cross-examination in Section 556(d) is tempered by the limitation that the agency 
may adopt procedures ‘“for the submission of all or part of the evidence in written form”’ when 
“‘a party will not be prejudiced thereby.”’ But Judge Friendly’s decision in Long Island 
Railroad was expressly overturned in United States v. Florida Fast Coast Railroad, which held 
that Section 556 does not apply at all unless the organic statute mentioning a hearing expressly 
employs the expression “‘on the record after opportunity for an agency hearing’” found in 
Section 553(c).'’ 

Significantly, the Court’s leading liberal. Justice Douglas, and its leading pragmatist, 
Justice Stewart, both dissented in Florida Fasi Coast Railroad^ and soon liberal judges on the 
D C Circuit (Judges Bazelon, Wright and McGowan) continued the practice of imposing cross- 
examination and selected aspects of formal proceedings in rulemaking cases, sometimes on 
behalf of environmental groups but sometimes also for the benefit of regulated parties.* The 
Supreme Court’s decision in Vermont Yankee Nuclear Power Corp. v. Natural Resources 


' Universal Camera v. NLRB, 340 U.S, 474, 590 (1951). 

’ See, e.g., UnilecI Slates v. Starer ItraacL Ca., 351 U.S. 192 (1956); FFCv. I'exaca, 377 U.S. 33 (1964). 

^ ,See, eg.. Int'l Harvester r. Ruckel.shaus, 478 F.2d 615, 630 (D.C. Cir. 1973) (“In context, the ‘public hearing’ 
provision amounts lo an assurance by Congress lhal Ihc issues would nol be disposed of nicrclv on wriltcn 
conuiients, the niiiiimum protection assured by the Administrative Procedure Act for mlemaldng, but would also 
comprehend oral submissions of a legislative nature. These are required even for mle-rnaking when 'controversial 
regulations governing competitive practices’ are involved.”); Walter Holm & Co. v. Hardin, 449 F.2d 1009, 1016 
(D.C. Cir. 1971) (“[T]he oral hearing may be legislative in type, altliough fairness may require an opportunity' for 
cross-cxaininalion on Ihc cmcial issues.”); see generally Glenn O. Robinson, 'the .Slaking of . \dminisiralive Policy: 
.Another Look at Rulemaking and Adjudication and .Administrative Procedure Reform, 118 U.Pa. L. Rev. 485, 485 
(1969) (argiring that agencies should use mlernaking more often because they are too tethered to “judicial forms of 
proceeding,” but not suggesting tliat “Judicial forms" shoitld be done away with in all contexts). 

’ Long Island R.R. v. United States, 3 18 F. Supp. 490, 498 (E.D.N.Y 1970) (quoting 5 U.S.C. § 556(d)). 

" 410 U.S. 224, 236-37 (1973) (quoling 5 U.S.C. § 553(c)) 

' See id. ai 246. 

* See, e.g.. Automotive Parts & Accessories v. Boyd, 407 F.2d 330 (D.C. Cir. 1968): Greater Boston Television i’. 
FCC 444F.2d841(D.C. Cir. 1970): Home Box Office i-. FCC, 567 F.2d 9 (D.C. Cir. 1977). 
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Defense Council ended this practice and effectively limited the procedures applicable in 
rulemaking to those expressly prescribed in Section 553(c) ® 

So where does that leave judicial review of agency rulemakings? Under the APA, there 
are three components of judicial review: procedural (Section 706(2)(D)); statutory fidelity 
(Section 706(2)(C)); and substantive (Section 706(2)(A) & (E)). Except where an agency 
attempts to proceed without notice-and-comment under Section 553 (for instance, via an 
interpretative rule or policy statement)/® procedural review is effectively a nullity after Vermont 
Yankee. Statutory fidelity is governed by the deferential Chevron decision" and its progeny, and 
substantive review generally takes place under the deferential “arbitrary and capricious” test. 
The latter test, according to the Supreme Court, is “at its most deferential” when the agency 
makes decisions “at the frontiers of science.”*^ 

To be sure, judicial review of rulemakings is not quite the nullity that this suggests. 
There still is a current arising from Citizens to Preserve Overton Park v. Volpe, that the arbitrary- 
and-capricious test necessitates “a thorough, probing in-depth review.”*® But what does this 
mean, especially in the context of the expansive, flat landscape found in the massive written 
records created today in support of major agency rules? Records often run for millions of pages. 
Typically, nothing stands out in these mind-numbing pages of comments and studies. But to 
pass judicial muster, agency counsel and technical staff in practice must spend months and man- 
years responding in the final Federal Register Notice and supporting “Response to Comments” 
documents to every comment, no matter how trivial or irrelevant. 

With judicial review focused almost entirely on the agency’s process rather than the 
agency’s end-product, the “hard look” approach of Overton Park has become amorphous and ill- 
defined. Courts possess wide latitude to affirm an agency decision with only the most cursory 
explanation, or to reverse whenever the reviewing panel discovers the virtually inevitable flaw in 
some aspect of the agency’s decision-making process. None of this improves the agency’s end- 
product or helps to ensure that private sector resources are expended in a manner that serves the 
public interest. 

Judicial review accordingly has become both unpredictable and largely unrelated to the 
substance of the agency’s end-product. That being the case, the role of curbing substantive 
excesses in major agency rules has fallen significantly to the OIRA office within the Office of 
Management and Budget under the various Executive Orders issued by every President since 
Nixon. In my judgment, the OIRA process has been only moderately successful for a number of 
reasons. First, OIRA has generally been understaffed and its budget is always under scrutiny, 
especially when one or both houses of Congress and the Presidency are controlled by different 
political parties. Second, the OIRA process is informal and closed and suffers from the fact that 
key evidence on which the agency’s decision depends generally is not subjected to adversarial 


’435 U.S. 519. 547-48 (1978). 

"’.See. e.g..Hoctor v. United States Dept. ofAgric.. 82 F.3d 165, 169 (7tllCir. 1996). 

' ' Chevron USA Inc. v. Natural Re.s. Defen.se Council, Inc., 467 U.S. 837. 842-45 (1984). 

’■ Ballimore Ga.s cfe Eteclric Co. i'. Natural Res. Defen.se Council, Inc., 462 U.S. 87,103 (1984.) 
"401 U.S. 402.415 (1971). 
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give-and-take, much less cross-examination. And finally, the OIRA process itself is excluded 
from judicial review, thus depriving reviewing courts of what is often the most expert and 
dispassionate consideration of the critical evidence on which the agency’s decision is based. 

In sum, today’s judicial review of major agency rules does not remotely resemble Justice 
Frankfurter’s admonition that courts must not “abdicate the conventional judicial function” and 
that they instead should “assume more responsibility for the reasonableness and fairness” of 
agency decisions.*’' Are there modifications in current agency practice and judicial review of 
agency rulemaking which would bring them closer to Justice Frankfurter’s view of the APA’s 
purpose and his understanding of the proper judicial role? Flow might the APA be amended to 
achieve this objective while at the same time focusing the rulemaking process on issues of 
central importance and improving the agency’s end-product? The remainder of my testimony is 
devoted to answering these questions. 

II. A Practitioner’s View 

As my CV reflects, since 1995 1 have taught administrative law and related subjects as an 
adjunct faculty at the University of Chicago, George Mason Law School, and Pepperdine Law 
School. The balance of my testimony, however, relies much more on my forty years of 
experience as an administrative law practitioner and litigator than on my experience teaching 
administrative law. With all due respect to administrative law professors, few have ever handled 
a major rulemaking or cross-examined key scientific or technical witnesses regarding the central 
issues on which those rulemakings so often turn. In my experience, nearly all of the “evidence” 
in the massive records before the courts of appeal is essentially irrelevant. Only a few 
projections by the agency, or scientific or technical studies relied upon by the agency, or counter- 
submissions made by regulated parties or public interest groups are really Important. And well- 
informed counsel for all parties know generally which issues are central and which are not 
(although client interests sometimes cause counsel to obscure those Issues). 

Justice Frankfurter’s views in Universal Camera and Judge Friendly’s more nuanced 
approach to rulemakings procedures reflect, 1 believe, a similar understanding of the role of 
evidence in administrative proceedings. Regulation of private sector conduct today can be either 
prospective — namely agency rulemaking — or retrospective, as reflected in toxic tort and similar 
civil litigation brought against the same regulated parties. As a practical matter, the two forms of 
regulation are similar in many respects — the same core types of scientific or technical studies are 
likely to be dispositive in both settings. Cases like Wyeth v. I.evine'' Geier v. America Honda'’’ 
and Daubert v. MerrellDow,'^ and its progeny, reflect the Supreme Court’s view that there must 
be rigorous judicial oversight to assure that decisions in the civil litigation regulatory arena are 
made based on reliable scientific and technical evidence. Surely the same considerations ought 
to apply in major agency rulemakings. 


Universal Camera v. NLRB. 340 U.S. 474. 490 (1951). 
" 555 U.S. 555 (2009). 

529 U.S. 861 (2000). 

” 509 U.S. 579 (1993). 
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My experience suggests that there should be a role for more formal process and cross- 
examination in agency rulemakings. These more formal procedures, including cross- 
examination, proved efficacious in the three cases described below (which are attached). They 
invariably improved the regulatory end-product, sometimes thwarting unnecessary measures and 
other times tempering their stringency. To be sure, 1 am speaking from personal experience, 
having served as counsel in all three cases. Other administrative practitioners may be able to add 
or detract from my account. But I believe these cases point the way to narrow use of more 
formal procedures in major agency rulemakings and, as described in Part 111 below, the APA 
could be amended in a manner that would both improve and streamline the rulemaking process. 

(a) International Harrester 1'. Ruckehhaus 

I begin by paying homage to Judge Leventhal, the author of the D.C. Circuit’s opinion in 
International Harvester v. Ruckehhaus'^ The issue in International Harvester was whether to 
overturn the Environmental Protection Agency’s (“EPA”) decision denying the auto companies’ 
request for a one-year suspension of the tailpipe emission standards set in the Clean Air Act. 
Judge Leventhal, perhaps the leading administrative law jurist of his era, was not in favor of 
procedure for procedure’s sake — and hence prominently parted company with his liberal 
colleagues. Judges Bazelon, Wright and McGowan, whose judicial imposition of more formal 
processes was rejected by the Supreme Court in Vermont Yankee. Instead, Judge Leventhal 
viewed, as an “inescapable aspect of the judicial condition,” the need to probe into “matters of . . . 
technical complexity” as a means of “constructive cooperation with the agency” in “furtherance 
of the public interest.”'® 

Judge Leventhal began by framing the issue before him in terms of risks and costs. What 
were the environmental risks of granting a one-year suspension of the auto emission standards? 
What were the potential economic and social costs if a one-year waiver was not granted and one 
or more auto companies could not meet the standards? He then balanced the risks and costs of 
granting or denying a one-year suspension as a means of determining which evidence was of 
central importance to EPA’s decision. 

With this framework in mind. Judge Leventhal concluded that the burden was on the auto 
companies to show that compliance with the statutory standards was not technologically feasible 
for tbe 1 975 model year. The auto companies had made this prima facie showing by presenting 
data that “no car had actually been driven 50,000 miles” in conformity with the 1975 standards.^" 
EPA, however, had developed a model which predicted that the auto companies would be able to 
make sufficient improvements in coming months to meet the standards. On this point. Judge 
Leventhal judged that EPA, as the proponent of denying a one-year suspension, must bear the 
burden of proof.^' As he put it, the “judicial task” was to require a “reasoned decision” and this 


'*478F.2d6i5(D.C. Cir.i973). 
at 647-48. 

Id. al642. 

Id. at 643. 
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necessitated that EPA make “a reasoned presentation of the reliability of a prediction and 
methodology” to overcome the prima facie showing of technological infeasibility. ^ 

Judge Leventhal concluded that EPA had not met its burden on the record before him but 
that EPA might do so on remand in proceedings focused on EPA’s predictive methodology. So 
focused on the central issues, “the remand proceeding[s] will involve some opportunity for cross- 
examination,” although “EPA may properly confine cross examination to the essentials, avoiding 
discursive or repetitive questioning.”^^ 

(b) Industrial Union Department, AFI^CIO v. American Petroleum 

Institute 

The issue of agency predictions and the methodology (typically technological feasibility 
assessments, risk assessments, or cost-benefit analyses) are recurring issues in major 
environmental, health, and safety rules issued by EPA, the Occupational Safety and Health 
Administration (“OSHA”), the National Highway Traffic Safety Administration, and other 
agencies. The importance of key underlying scientific studies and the need for reliable 
predictive methodologies is well-illustrated by the Supreme Court’s decision in Induslrial Union 
Department, AFL-CIO v. American Petroleum Institute^* There, the issue was whether OSHA 
adequately justified its decision to reduce the occupational exposure limit for benzene from 10 
parts per million (“ppm”) to 1 ppm. The OSH Act provided a form of hybrid rulemaking that 
necessitated that OSHA present its key decision maker and the authors of several critical 
scientific studies to be cross-examined by regulated parties and labor representatives. Evidence 
from both of these sources proved crucial in the Supreme Court’s decision affinning the Fifth 
Circuit’s reversal of OSHA’s 1 ppm standard. 

Justice Stevens’ opinion reviewed the testimony of OSHA’s experts and concluded that 
“the evidence in the administrative record of adverse effects of benzene exposure at 10 ppm is 
sketchy at best.”^^ So how did OSHA support reducing the occupational standard to 1 ppm? 
Cross-examination of OSHA’s key decision maker, Deputy Director Wrenn, quoted in the 
opinion, demonstrated that OSHA relied only on (1) the conclusion that benzene was a 
carcinogen at higher levels; and (2) “that no safe level of exposure exists in the absence of clear 
proof establishing such a level. On this basis, OSHA predicted that there would be 
“appreciable benefits” from reducing the 10 ppm standard to I ppm.^^ 

As Justice Stevens observed, this form of prediction was not enough. Construing the 
statutory test that OSHA standards must be “reasonably necessary or appropriate to provide safe 
or healthful employment,” Justice Stevens ruled that OSHA must demonstrate a “significant risk 


‘-Id, at 648. 

Id. al 649. 

448 U.S. 607 (1980). 
-Ud at 631. 

“a/, at 624. 

"Ud. at 623-24. 
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of material health impairment at 10 ppm before reducing the standard.^* Citing the same burden 
of proof provision relied on by Judge Leventhal in ! rilerrialional Harvester, he found that the 
burden was on OSHA to show “that it [was] more likely than not that long-term exposure to 10 
ppm” benzene met his test.^® As proof that there was methodology that might address this issue, 
Justice Stevens cited industry expert testimony “that a dose-response curve can be formulated on 
the basis of current epidemiological evidence and that, even under the most conservative 
extrapolation theory, current exposure levels would cause at most two deaths out of a population 
of about 30,000 workers every six years. 

So once again, it was a few key scientific studies and the agency’s predictive 
methodology (or lack thereof) — not the millions of pages of record materials so common in 
major rulemaking records — which formed the core of the agency’s decision-making process. It 
was only with respect to this central core evidence that cross-examination proved efficacious. 

(c) Corrosion Proof Fittings v. EPA 

The same can be said of my third and last example, the Fifth Circuit’s decision in 
Corrosion Proof Fillings v. FPA, overturning EPA’s ban of certain asbestos products under the 
Toxic Substances Control Act (“TSCA”).^' 

Like the OSH Act, TSCA provided a form of hybrid rulemaking with the added statutory 
requirement that EPA present “a reasonable basis to conclude” that the product being regulated 
“presents or will present an unreasonable risk of injury,” coupled with the proviso that EPA 
impose requirements “to protect adequately against such risk using the least burdensome 
requirements.”^^ Once again, EPA’s predictive methodology in attempting to meet this test 
proved critical. 

EPA estimated that its rule would “save either 202 or 148 lives, depending upon whether 
the benefits are discounted, at a cost of approximately $450-800 million, depending on the price 
of substitutes.”^’ The problem with this calculation, however, was that it depended critically 
upon so-called “analogous exposure estimates” which EPA developed “during the final weeks of 
the rulemaking process after the public comment was concluded.”’"* The court held that by 
“depriving the petitioners of their right to cross-examine EPA witnesses on methodology and 
data used to support as much as eighty percent of the proposed benefits in some areas, the EPA [] 
violated the dictates of TSCA.”” 


Id. at 639. 
at 653. 
'•'•Id. at 654. 


'' 947 F.2d 1201 (5lh Cir. 1991). 

15 U.S.C.§ 2605(a). 

Corrosion Proof Fittings. 947 F.2d at 1208. 
''id. at 1229. 

Id. at 1229-30. 
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Other key testimony also proved telling in leading to a reversal of EPA’s asbestos 
product ban. For example, petitioners introduced “credible studies and evidence showing the 
toxicity of workplace substitutes, or the decreased effectiveness of safety alternatives such as 
non-asbestos brakes.”^'’ These studies showed, for instance, that non-asbestos brakes, 
particularly in the brake replacement market, “could increase significantly the number of 
highway fatalities.”^^ Moreover, “many of the EPA’s own witnesses conceded on cross- 
examination that the non-asbestos fibrous substitutes also pose a cancer risk upon inhalation.”^* 
Yet, EPA failed to account for these risk tradeoffs in its methodology, thereby providing an 
alternative ground for reversing EPA’s standards. 

Certainly, these three cases are not typical in all respects of major rules issued by EPA 
and other agencies. Two of the three cases provided limited cross-examination rights by statute 
and each had its unique decision-making framework. That said, each case demonstrates that a 
more formal process and limited cross-examination of the agency’s predictive methodology and 
key scientific and technical studies can be very efficacious in highlighting defects in the agency’s 
reasoning and in improving the agency’s final product. 

No doubt, the OIRA process mirrors in many respects this focus on the agency’s 
predictive methodology and key underlying studies. But, as noted previously, it is a closed 
process which addresses these issues in a non-transparent manner without the benefit of 
adversarial give-and-take or cross-examination by experienced counsel. There is much to be said 
for combining the best of these processes and making the results of OlRA’s analysis judicially 
reviewable. If this were the case, OTRA’s regulatory review would provide the reviewing court 
with a probing, in-depth analysis of the validity of the agency’s methodology and assumptions in 
advance of judicial review. That analysis would focus the parties and the court’s attention on 
those parts of record which are really important, thereby making judicial review much more 
confident and effective. 

The question, of course, is whether these reforms can be carried out though concise 
amendments to the APA and whether they would really advance the goal of efficient and 
effective agency rulemaking. It is to these questions that I now turn. 

ni. Recommendations. 

In terms of the particular issues that 1 am addressing, there is relatively little need to 
make significant changes in the overall smicture of the APA, though there are obviously other 
things that could be improved after 65 years. Hence, some vital improvements could be made 
relatively simply. From my standpoint, the most important issues are mostly in the case of major 
rules, as defined by the Executive Orders and subjected to the most searching OLRA review, that 
additional procedures are warranted in the interest of improving the agency work product. Major 
rules, of course, call for the greatest expenditure of private sector resources. It is essential, 
therefore, that those resources be deployed efficiently and in the least burdensome manner 


“/ft at 1221. 
’’ Id at 1224. 
Id at 1225. 
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consistent with achieving the statutory aim intended by Congress. After all, as recognized by 
both the Clinton and Obama Administrations, “private markets are the best engine for economic 
growth,” and “[f|ederal agencies should promulgate only such regulations as ... are made 
necessary by compelling public need, such as material failures of private markets 

In modifying the APA, I would begin with Section 551 which provides definitions of all 
the important terms used in the statute. Writing a definition of “major rule” to be added to 
Section 551 would be easy since that term is already defined in the Congressional Review Act.'"' 

Most of the amendments needed to accomplish the changes covered by my testimony 
could be made by simply adding a new subsection to Section 553, Subsections (a) through (c) 
would remain because most rulemakings will still be governed by notice-and-comment and 
because there are still a few rulemakings that satisfy the talismanic test of Florida East Coast 
Railroad. The new subsection suggested here should be drafted to make clear that the 
procedures provided therein are in addition to, not in lieu of, those provided in subsection (c). I 
leave the drafting of specific text to congressional experts but would suggest that any new 
subsection (d) include the following conceptual components: 

1. Paralleling the first sentence of Section 556(d), it should be expressly stated that the 
proponent of a rule, namely the agency, has the burden of proof The agency should 
be required to identify each scientific or technical study or other evidence which is of 
central importance in carrying its burden. This would include any technological 
feasibility, risk assessment or other projection on which the agency relies to carry its 
burden. 

2. Regulated parties and other interested persons should have the burden of going 
forward with respect to evidence over which that party has control. This would 
include, for example, prima facie evidence regarding technological infeasibility as in 
Imeraational Harvester, cost data as in Industrial Union, or evidence regarding the 
risks or effectiveness of substitutes as in Corrosion Proof Fittings. Regulated parties 
or other interested persons also would bear the burden of counter-designating any 
studies, not designated by the agency, which they argue are, or should have been, of 
central importance to the agency’s decision. Such counter-designations may include 
evidence that arguably would provide a less burdensome means of achieving the 
agency’s specified regulatory objective. 

3. Regulated parties or other interested parties would be entitled to request “such cross- 
examination” of the authors or proponents of studies or projections which are of 
central importance to the agency’s decision “as may be required for a full and true 
disclosure of the facts.” Again, paralleling Section 556(d), the presiding officer may 
“adopt procedures for the submission of all or part of the evidence in written form” 
but only “when the party will not be prejudiced thereby.” 


E.xcc. Order No. 12866 (ScpI. 30, 1993); .vtv aim Exec. Order No. 13497 (Jan. 30. 2009) (adopling Exec. Order 
No. 12866), 

* See 5 U.S.C. § 804(2). 
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4. The presiding officer may include any of the persons specified in Section 556(a) or 
any other agency employee designated by the agency (as was the case in Corrosion 
Proof Fittings). 

5. The presiding officer should make a written decision with respect to each and every 
contested question presented by regulated parties or other interested persons with 
respect to the preceding paragraphs. This would include counter-designations of 
evidence claimed to be of central importance to the agency’s decision and rulings 
which limit or deny oral cross-examination of testimony regarding studies or 
projections determined to be of central importance to the agency’s decision. 

6. The record for judicial review should include any and all oral cross-examination of 
witnesses and each written decision made by the presiding officer under paragraph 5 
above. Judicial review with respect to such evidence and rulings as well as all studies 
and projections of central importance supporting the agency’s decision should be 
conducted under Section 706(2)(E) (i.e., the “substantial evidence’’ standard). 

7. In addition, the administrative record should include the record before OIRA — 
including any and all reviews by that agency as well as all the entire record developed 
under Section 553(c). 

I am sure other witnesses may suggest other changes that would further improve the 
rulemaking process. But speaking only to the changes 1 have suggested, they, in my judgment, 
would actually streamline the rulemaking process for major rules by putting the agency’s focus 
and that of all concerned parties on the evidence that truly matters to the agency’s decision. 
Judicial review would be enhanced and made more effective by this more focused approach 
which would combine non-repetitive cross-examination of key studies and agency projections 
with the results of the OIRA review process. The result would be improved agency rules which 
achieve Congress’ aims in a less burdensome and more cost effective manner. 

No doubt there are those who will cling to the current process of exclusively written 
administrative records, notwithstanding the massive effort required of agency counsel and 
technical staff to assemble final Federal Register preambles and Response to Comment 
documents capable of withstanding judicial review But, as Professor Richard Pierce noted ten 
years after Vermont Yankee, “the open-ended requirement of adequate reasoning is having the 
same effect on agencies as that the open-ended requirement of adequate procedures had before 
Vermont Yankee — it is delaying the policymaking process to the point of near paralysis.”'" The 
current rulemaking system, especially for major rules which matter most, is broken. Now is the 
time to fix it with improvements along the lines 1 have suggested this afternoon. 

* * ^ 

Thank you for the opportunity to appear here today. I will be pleased to answer any 
questions or supply additional information for the record. 


Richard J. Pierce, Jr.. The Role of [he Judiciary in Implementing an Agency Theory of Government. 64 N.Y.U. L. 
Rev. 1239, 1265 (1989), 
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defense counsel’s criminal trial stratesry 
will be crucially affected by a necessari- 
ly speculative evaluation of his post-trial 
chances of dealing with one or another 
standard of proof. More important, it 
seems anomalous, to say the least, that 
this court, which has given such consist- 
ent recognition to the need for a careful- 
ly administered insanity defense, see, e. 
g., United States v. Brawner, 163 U.S. 
App.D.C. 1, 471 F.2d 969 (1972) (en 
banc), should suddenly embrace such a 
roughhewn and very possibly useless 
means of restraining its use. 

It is doubtless true, as the majority 
suggests, that the insanity defense as it 
has been administered in this case, when 
coupled with the Bolton decision, might 
in theory give rise to a “revolving door” 
phenomenon whereby persons who have 
committed dangerous acts may be first 
acquitted by reason of insanity and next 
totally freed because of the Govern- 
ment’s inability to meet the standards of 
proof for civil commitment. But this 
problem of slippage Is not eliminated by 
the disparity in burdens of proof en- 
dorsed by the majority. At best it is 
only reduced, and at the terrible price of 
incarcerating persons for a mental ill- 
ness we are not sure they have.’’’ Bolton 
sought to place those acquitted by rea- 
son of insanity on the same footing as 
those haled before the court in ordinary 
civil commitment proceedings. I would 
continue to follow its teaching. Indeed, 
given Baxatrom, in my judgment we 
have no choice. 

I respectfully dissent. 

meat of persona acquitted by reason of 
insanity. Under the new legislation, 
those acquitted by reason of insanity shall 
-be committed to a hospital for the mentally 
ill and provided with a hearing within 
90 days to determine whether they shall 
be released. In that hearing, unlike the 
bearing utilized in this case, the burden 
; of proof is on the person confined to 
prove that he has recovered his sanity 
and will not in the reasonable future be 
dangerous to himself or others. £iee 24 
D.C. Code § 301(d) (l)-(2) & (e) (Supp. 

V 1972). 

7: Because of the ambiguous nature of the 
very concept of mental illness, see Wash- 
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Proceedings on consolidated peti- 
tions by truck manufacturer and the 
thr^ major auto companies seeking re- 

ingtoD V. United States, 189 U.SA.pp. 
D.C. 29, 31. 390 F8d 444, 446 (1967), 
and its potentially “grab bag” quality, 
see Boutilier v. Immigration & Naturaliza- 
tion Service, 387 U.S. U8. 131, 87 S.Ct 
1663, 18 L.Ed8d 661 (1967) (Mr. Justice 
Douglas, dissenting) , it has been repeated- 
ly recognized that endorsing a mild stand- 
ard of proof in commitment cases can re- 
sult in grave injustice. See Murel v. 
Baltimore City Criminal Court, supra 
note 2, 407 U.S. at 359, 92 S.CL 2091, 32 
I,.£d8d 701 (Mr. Justice Douglas, dis- 
B^ting) ; Note, supra note 2, 79 Harv. 
L.Rev. at 1891; c/. Leesard v. Schmidt, 
supra note 2. ' 
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view of decision by the Administrator 
of Environmental Protection Agency 
denying applications for one-year sus- 
pension of 1975 emission standards pre- 
scribed by Clean Air Act for light-duty 
vehicles. The Court of Appeals, Leven- 
thal, Circuit Judge, held that proceed- 
ings were required to be remanded for 
further proceedings where vehicle manu- 
facturers established by preponderance 
of record evidence that technology was 
not available within meaning of Clean 
Air Act, Administrator’s reliance on 
technological methodology to offset actu- 
al test results raised serious doubts and 
failed to meet burden of proof assignable 
to him when considering that risk of er- 
roneous denial of suspension outweighed 
risk of erroneous grant of suspension. 
National Academy of Science had con- 
sidered that technology was not available 
to meet standards of 1975 and statutori- 
ly required determinations of public in- 
terest and good faith had not been made. 

Remanded for further proceedings. 

Bazelon, Chief Judge, concurred in 
result and filed opinion. 


1. Health and Environment ^28 

Denial of motor vehicle manufactur- 
ers’ request for one-year suspension of 
1975 emission standards for light-duty 
vehicles, on ground that technology was 
“available,” within meaning of Clean Air 
Act, was not required to be based solely 
on technology in being at time of appli- 
cation; availability requirement did not 
preclude consideration of what Admin- 
istrator of Environmental Protection 
Agency determined to be the probable or 
likely sequence of technological develop- 
ment during the production lead time 
period. Clean Air Act, § 202(b)(6)(D) 
as amended 42 U.S.C.A. § 1857f-l (b)(6) 
(D). 

2. Health and Environment ^28 

Administrator of Environmental 
Protection Agency’s latitude for projec- 
tion of technology existing at time of ap- 
plication for one-year suspension of 1975 
emission standards for light-duty ve- 
hicles was subject to restraints of rea- 


sonableness, did not open the door to 
crystal ball inquiry and was limited by 
relevant considerations of lead time 
needed for production ; implicit also was 
requirement of reason in reliability of 
EPA projection. Clean Air Act, § 202 
(b)(6)(D) as amended 42 U.S.C.A. § 
1867f-l(b)(6)(D). 

S. Health and Environment ^28 

Where Administrator’s prediction of 
available technology was based on known 
elements of existing catalytic converter 
systems and admission by vehicle manu- 
facturer’s engineers that technology 
improvements could continue during the 
two-year period prior to production, Ad- 
ministrator’s predictive approach to de- 
termination of whether technology would 
be available to meet statutory 1976 ex- 
haust emission standards for light-duty 
vehicles, and thus whether one-year sus- 
pension was required, was a proper ap- 
proach, subject to requirement that any 
technological developments or refine- 
ments of existing systems, used as part 
of Environmental Protection Agency 
methodology, would have to rest on a 
reasoned basis. Clean Air Act, § 202(b) 
(6)(D) as amended 42 U.S.C.A. § 1867f- 
1(b)(6)(D). 

4. Health and Envlroniiumt ^28 

Provision of Clean Air Act requir- 
ing public hearing on application for one- 
year suspension of 1976 emission stand- 
ards prescribed for light-duty vehicles 
did not contemplate an adjudicatory type 
of hearing with auto manufacturers hav- 
ing right to engage in cross-examination 
or to present arguments against method- 
ology used in Administrator’s Technical 
Appendix, which served as basis for his 
decision. Clear Air Act, § 202(b)(6) 
(D) as amended 42 U.S.C.A. § 1857f- 
1(b)(6)(D). , 

5. Health and Environment ^28 

Requirement of Clean Air Act that 
public hearing precede decision grant- 
ing or refusing request for one-year sus- 
pension of 1976 emission standards pre- 
scribed for light-duty vehicles amounted 
io an insurance by Congress that the 
issues would not be disposed of merely 
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on written comments, the minimum pro- 
tection assured by the Administrative 
Procedure Act for rule making, but 
would also comprehend oral submissions 
of a legislative nature. Clean Air Act, 
§ 202(b)(5)(D) as amended 42 U.S.C.A. 
§ 1857f-l(b)(5)(D): 5 U.S.C.A. §§ 653, 
666(d). 

6. Administrative Law and Procedure 

■^400 

Comprehensive oral submissions of 
a legislative nature are required even 
for rule making when controversial reg- 
ulations governing competitive practices 
are involved; even assuming oral sub- 
mission, in a situation where general 
policy is the focal question, a legislative 
type hearing is appropriate. 6 U.S.C.A. 
§§ 663, 556(d). 

7. Administrative Law and Procedure 

Health and Environment ^ 2 & 

Within the context of a quasi-leg- 
islative hearing and 60-day time limit 
provided by Clean Air Act for decision 
on application for one-year suspension 
of 1976 emission standards prescribed 
for light-duty vehicles, absence of a gen- 
eral right of cross-examination on part 
of motor vehicle manufacturers did not 
constitute a departure from basic con- 
siderations of fairness ; EPA's tech- 
nique of prescreening written questions 
submitted in advance by manufactur- 
ers, with hearing officers "following up” 
bn questions, was a reasonable attempt 
to elicit the facts and at the same time 
cope with time constraints; procedure 
employed permitted a meaningful op- 
portunity to be heard. Clear Air Act, 
§ 202(b)(6)(D) as amended 42 U.S.C.A. 
§ 1857f-l(b)(5)(D). 

& Administrative I^w and Procedure 

ConsUtutional Law ■@=^318(1) 

Specific nature of a hearing varies 
with circumstances ; whether particular 
attributes of forensic presentation are 
not only salutary but also mandatory 
under due process clause must also de- 
pend on circumstances. . U,S.C.A.Const. 
Amends. 6, 14. 


9. Administrative Law and Procedure 

Right of cross-examination, consis- 
tent with time limitations, might ex- 
tend to particular cases of need, on criti- 
cal points where the general adminis- 
teative procedure proved inadequate to 
probe soft and sensitive subjects and 
witnesses. U.S.C.A.Const. Amends. 5, 

14. 

10. Administrative Law and Procedure 

<S=»809 

Detailed elucidation of Agency 
methodology is salutary and of particu- 
lar aid to a reviewing court. 

IL Administrative Law and Procedure 
•©*892 

Requirement of submission of a 
proposed rule for comment does not au- 
matically generate a new opportunity 
for comment merely because the rule 
promulgated by the Agency differs from 
the rule it proposed, partly at least in 
response to submissions. 6 U.S.C.A. § 
651. 

12. Administrative Law and Procedure 
<S=>393 

Constitutional Law ^818(8) 

Health and E^nvlronment *@*28 

Failure to provide reasonable op- 
portunity for vehicle manufacturers to 
comment on methodology employed by 
Environmental Protection Agency in de- 
termining whether available technology 
existed to meet 1976 emission stand- 
ards prescribed for light-duty vehicles 
did not violate Clean Air Act or due 
process, though such opportunity would 
have been salutary for purpose of judi- 
cial review. Clean Air Act, § 202(b)(5) 
(D) as amended 42 U.S.C.A. § 1867f-l 
(b)(5)(D). 

15. Administrative Law and Procedure 

«*289 

Health and Environment <@*28 

Opportunity of vehicle manufactur- 
ers, on petition for reconsideration or 
modification of denial of request for 
one-year suspension of 1975 emissions 
standards prescribed for light-duty ve- 
hicles, to present to Environmental Pro- 
tection Agency any comments as to 


478 F.2d— 99Va 
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methodology did not permit invocation 
of doctrine of failure to exhaust ad- 
ministrative remedies as a bar to ap- 
peal from initial denial since such peti- 
tion could not have affected or deferred 
the finality of the EPA decision or the 
time for seeking judicial review. Clean 
Air Act, § 202(b)(6)(D) as amended 
42 U.S.C.A. § 1857f-l(b)(B)(D). 

14. Health and Environment ^28 

While Clean Air Ajct imposes soihe 
unusual time restraints as regards ap- 
plication for one-year suspension of 
1975 emission standards prescribed for 
light-duty vehicles, it does not jettison 
the flexibility and capacity of reexam- 
ination that is rooted in the administra- 
tive process; agency consideration was 
not frozen from moment the suspension 
decision was rendered and Environment- 
al Protection Agency had latitude to con- 
tinue further consideration even with- 
out requesting a court remand that 
would suspend judicial consideration. 
Clean Air Act. § 202(b)(5)(D) as 
amended 42 U.S.C.A. § 1857f-l (b)(5) 
(D). 

16. Health and Enylronment <^28 

Phrase “light duty vehicles’* as 
used in provision of Clean Air Act 
amendments of 1970 prescribing 1975 
emission standards for light-duty ve- 
hicles encompasses passenger cars but 
does not include light-duty trucks; 
lightweight trucks are to be governed by 
standards duly promulgated by EPA for 
trucks and buses and other commercial 
vehicles. Clean Air Act, § 202(b)(1) 
(A) as amended 42 U.S.C.A. § I867f-1 
(b)(1)(A). 

See pabUcatioa Words and Phrases 
for other judicial constructions and 
definitions. 

16. Health and Environment ‘@=*28 

Legislative intent, consisting of 
bountiful references in congressional de- 
bate to scope of statutory emission 
standards prescribed for 1975 light-duty 
vehicles as encompassing passenger au- 
tomobile and excluding light-duty trucks, 
was required to be given priority in in- 
terpreting Clean Air Act amendments of 


1970, over any presumption of con- 
tinuous and prior administrative defini- 
tion of that term or to policy of up- 
holding reasonable interpretations of 
statute by administrative agencies in 
absence of other discernible legislative 
intent. Clean Air Act, § 202(b)(1)(A) 
as amended 42 U.S.C.A. § 1857f--l(b) 
(1)(A). 

17. Administrative Law and Procedure 

(S=j663 

Health and Environment <^28 

Court of Appeals, on petition for 
review of order of Administrator of En- 
vironmental Protection Agency denying 
vehicle manufacturers' request for one- 
year suspension of 1975 emission stand- 
ards for light-duty vehicles, had juris- 
diction to determine validity of Ad- 
ministrator’s regulation defining statu- 
tory term “light duty vehicles” to include 
light weight trucks, notwithstanding 
that reasonableness of regulation could 
be challenged in a separate proceeding 
in district court, where validity of regu- 
lation was a premise of refusal to grant 
truck manufacturer’s application for 
suspension. Clean Air Act, § 202(b)(5) 
(D) as amended 42 U.S.C.A. § 1867f- 
1(b)(5)(D). 

18. Health and Environment >@=>28 

As long as feasible technology per- 
mits demand for new passenger auto- 
mobiles to be generally met, basic re- 
quirements of Clean Air Act amend- 
ments establishing emission standards 
for 1976 light-duty vehicles will be sat- 
isfied, even though this might occasion 
fewer models and a more limited choice 
of engine types ; the driving preferences 
of hotrodders are not to outweigh the 
goal of a clean environment. Clean Air 
Act, § 20Z(b)(l)(A) as amended 42 
U.S.C.A. § 1867f-l(b)(l)(A). 

18. Health and Environment ^=28 

In passing on automobile manufac- 
turers' application for one-year sus- 
pension of 1975 emission standards for 
light-duty vehicles, Administrator of 
Environmental Protection Agency was 
required to make finding on manufac- 
turers’ contentions that production and 
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major retooling capacity did not exist to 
shift production from large number of 
previous models and engine types to 
those capable of complying with the 1976 
standards and meeting demand for new 
cars; Administrator was required to 
take such demand considerations into ac- 
count in passing on suspension request 
and underlying issue of technological 
feasibility. Clean Air Act, § 202(b)(5) 
(D) as amended 42 U.S.C.A. § 1857f-l 
(b)C5)(D). 

20. Health and Environment €=28 

Exhaust emission standards speci- 
fied by Clean Air Act amendments for 
1976 light-duty vehicles cannot be 
breached by Environmental Protection 
Agency, since standard represents an ab- 
solute judgment of Congress. Clean Air 
Act, § 202(b)(1)(A) as amended 42 U. 
S.C.A. § 1857f-l(b)(l)(A). 

2L Health and Environment €=28 

Light-duty vehicle manufacturers’ 
request for one-year suspension of 1975 
exhaust emission standards presented a 
need for a perspective on suspension that 
was informed by an analysis which bal- 
anced the cost of a wrong decision on 
technological feasibility against the 
gains of a correct one; costs included 
risks of grave maladjustments for tech- 
nological leader from eleventh-hour 
grant of suspension and impact on jobs 
and econoniy from a decision which was 
only partially accurate, allowing manu- 
facturers to produce cars at significant- 
ly reduced level of output, against which 
environmental savings from denial of 
suspension was required to be weighed 
along with possibility that failure to 
grant suspension would be counter- 
productive to the environment because of 
significant decline in performance char- 
acteristics. Clean Air Act, § 202(b)(5) 
(D) as amended 42 U.S.C.A. § 1857f- 
1(b)(5)(D). 

22 . Administrative Law and Procedure 
€=»390 

Considerations of fairness will sup- 
port comprehensive and firm, even 
drastic, government regulations, pro- 
vided a “safety valve” is included — or- 


dinarily provisions for waiver, exception 
or adjustment or provision for suspen- 
sion; such limited safety valve permits 
a more rigorous adherence to an effec- 
tive regulation; however, to hold the 
safety valve too rigidly . is to interfere, 
with the relief that was contemplated 
as an integral part of the firmness of 
an overall, enduring program. 

28. Health and Environment €=28 

Court of Appeals review of denial 
of one-year suspension of 1975 emission 
standards prescribed for light-duty ve- 
hicles is a judicial review and not a 
techni<^l or policy redetermination ; ju- 
dicial review was channeled by salutary 
restraint and deference to Agency’s ex- 
pertise based on reasoned analysis. 
Clean Air Act, § 202(b)(5)(D) as 
amended 42 U.S.C.A. § 1857f-l(b)(5) 
(D). . 

24. Health and Environment €=28 

Burden was on light duty vehicle 
manufacturers, seeking one-year suspen- 
sion of 1975 emission standards pre- 
scribed for light-duty vehicles, to come 
forward with data which showed that 
they could not comply with the statutory 
standards; since manufacturers were in 
possession of data about emission per- 
formance of their vehicles, it was their 
burden to come forward with such evi- 
dence. Clean Air Act, § 202(b)(6)(D) 
as amended 42 U.S.C.A. § 1857f-l(b) 
(5)(D). 

25. Health and Environment €=>28 

Since light duty vehicle manufac- 
turers, which sought one-year extension 
of 1975 exhaust emission standards pre- 
sented for light-duty vehicles, presented 
actual test data in support of their con- 
tention of lack of available technology, 
burden was on Administrator of En- 
vironmental Protection Agency to show 
reliability of methodology used to pre- 
dict feasibility of meeting 1976 stand- 
ards. Clean Air Act, § 202(b)(6)(D) 
as amended 42 U.S.C.A. § 1857f— 1(b) 
(5)(D), 

26. Health and Environment €=28 

Standard of proof on issue of avail- 
ability of technology to meet 1975 ex- 
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haust emission standards for light-duty 
vehicles >vas a preponderance of the evi- 
dence rather than beyond a reasonable 
doubt; such standard, which was to be 
applied by Administrator of Environ- 
mental Protection Agency in passing bn 
request for one-year suspension of stand- 
ards, was required to take into account 
the nature and consequences of risk of 
error. Clean Air Act, § 202(b)(6)(D) 
as amended 42 U.S.C.A. § 1857f-l(b) 
(6)(D). 

27. Evidence ^93 

When certain material lies particu- 
larly within the knowledge of a party 
he is ordinarily assigned the burden of 
adducing the pertinent information ; this 
assignment of burden to a party is fully 
appropriate when the other party is con- 
fronted with the often formidable task 
of establishing a negative averment. 

23. Health and Environment ^28 

Burden on Environmental Protec- 
tion Agency to support methodology em- 
ployed in predicting feasibility of tech- 
nology to meet 1976 emission standards 
prescribed for ligbt-duty vehicles re- 
quired more than reliance on the un- 
known, either by speculation, or merely 
shifting burden of proof back to vehicle 
manufacturers, seeking a one-year sus- 
pension of the 1976 standards. Clean 
Air Act, § 202(b)(6)(D) as amended 42 
U.S.C.A. § 1867f-l(b)(5)(D), 

29. Administrative Law and Procedure 

^741 

A court’s role on judicial review 
embraces that of a constructive coopera- 
tion with the Agency involved in fur- 
therance of the public interest. 

30. Health and Environment <^28 

Requirement of a “reasoned deci- 
sion” by Environmental Protection 
Agency on application for one-year sus- 
pension of 1976 exhaust emission stand- 
ards prescribed for light-duty vehicles 
meant a reasoned presentation of the re- 
liability of prediction and methodology 
relied on to overcome conclusion of lack 
of available technology, which conclusion 
was supported prima faciely by the only 
actual and observed data available, to 


wit, the vehicle manufacturers’ testing. 
Clean Air Act, § 202(b)(6)(D) as 
amended 42 U.S.C.A. § 1867f-l(b)(6) 
(D). 

31. Health and Environment ^28 

Proceedings on application for one- 
year suspension of 1976 exhaust emis- 
sion standards for light-duty, vehicles 
were required to be remanded for fur- 
ther proceedings where vehicle manu- 
facturers established by preponderance 
of record evidence that technology was 
not available within meaning of Clean 
Air Act; Administrator’s reliance on 
technological methodology to offset ac- 
tual test results raised serious doubts 
and failed to meet burden of proof as- 
signable to him when considering that 
risk of erroneous denial of suspension 
outweighed risk of erroneous grant of 
suspension, National Academy of Science 
had considered that technology was not 
available to meet standards by 1976 and 
statutorily required determinations of 
public interest and good faith had not 
been made. Clean Air Act, § 202(b)(6) 
(D) as amended 42 U.S.C.A. § 1867f“l 
(b)(6)(D). 

32. Health and Environment €=»28 

Provision for one-year suspension of 
1976 emission standards for light-duty 
vehicles was a purposeful cushion, with 
the twin purpose of providing “escape 
hatch” relief for 1975, and thus es- 
tablishing a context supportive of the 
rigor and firmness of the basic stand- 
ards slated for no later than 1976; the 
overall legislative firmness did not neces- 
sarily acquire a “hard-nosed” approach 
to application for suspension. Clean 
Air Act, § 202(b)(5)(D) as amended 42 
U.S.C.A. § 1857f-l(b)(6)(D). 

33. Health and Envircmment <@^28 

Conclusion of National Academy of 
Sciences as to availability of technology 
to meet 1975 exhaust emission standards 
prescribed for light-duty vehicles is a 
necessary, but not a sufficient considera- 
tion, for one-year suspension of stand- 
ards ; while Environmental Protection 
Agency in consideration of other condi- 
tions of suspension, was not necessarily 
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bound by NAS’s approach, particularly 
as to matters interlaced with policy and 
legal aspects, EPA could not alt^ con- 
clusion of NAS as to unavailability of 
technology by revising NAS assump- 
tions, or injecting new ones, unless it 
stated its reasons for finding reliabili- 
ty, such as by challenging NAS approach 
in terms of later acquired research and 
experience. Clean Air Act, § 202(b)(6) 
(D) as amended 42 U.S.C.A. § 1857f- 
l(b)(5)CD). 

84. Health and Environment €=>28 

On remand, for further considera- 
tion, of proceeding seeking one-year sus- 
pension of 1975 exhaust emission stand- 
ards for light-duty vehicles the interest 
of justice and mutual regard for con- 
gressional objective require that the 
parties have opportunity to address 
themselves to matters not previously put 
before them by Environmental Protec- 
tion Agency for comment, including ma- 
terial contained in administrator’s Tech- 
nical Appendix filed subsequent to de- 
nial. Clean Air Act, § 202(b)(5)(D) as 
amended 42 U.S.C.A, § 1857f-l (b)(6) 
(D); 28 U.S.C.A. § 2106. 

85. Health and Environment ®=>28 

Court of Appeals could not order 
one-year suspension of 1975 exhaust 
emission standards for light-duty ve- 
hicles where determinations which Con- 
gress had made necessary conditions of 
suspension, to wit, public interest and 
good faith, had not been made by Ad- 
ministrator of Environmental Protection 
Agency. Clean Air Act, § 202(b)(5)(D) 
as amended 42 U.S.C.A. § 1867f-l(b)(6) 
(D), 

36. Health and Ehivironment €=>28 

Initial statutory requirement that 
Environmental Protection Agency de- 
cision on request for one-year suspension 
of 1975 exhaust emission standards pre- 
scribed for light-duty vehicles be made 
within 60 days of application did not 
preclude further consideration following 
remand by Court of Appeals; however, 
on remand, it would be required that 
suspension deliberations be complete 
within 60 days. Clean Air Act, §§ 202 


(b)(5)(B), 307(b)(1) as amended 42 
U.S.C.A. §§ 1867f-‘l(b)(6)(B), 1857h- 
6(b)(1); 

37. Health and Environment €=>25.5 

Requirements of National Environ- 
mental Policy Act are subject to a con- 
struction of reasonableness. National 
Environmental Policy Act of 1969, | 2 
et seq., 42 U.S.C,A. § 4321 et seq. 

38. Health and Environment €=>25.10 

To require that, in addition to a de- 
cision setting forth the same considera- 
tions, the Elnvironmental Protection 
Agency file an environmental impact 
statement in connection with decision on 
application for one-year suspension of 
1975 exhaust emission standards for 
light-duty vehicles would be a legalism 
carried to the extreme. Clean Air Act, 
§ 202(b)(5)(D) as amended 42 U.S.CI.A. 
§ 1857f-l(b)(6)(D); National En- 

vironmental Policy Act of 1969, § 2 et 
seq., 42 U.S.C.A. § 4321 et seq. 

39. Health and Envtronment €»28^ 

Environmental Protection Agency’s 
determination on applications for one- 
year suspension of 1975 exhaust emis- 
sion standards for light-duty vehicles 
could consist of a conditional suspension 
that would result in higher standards 
than an outright grant of application 
for suspension. Clean Air Act, § 202(b) 
(5)(D) as amended 42 U.S.C.A. il857f- 
1(b)(6)(D). 


Reuben L. Hedlund, of the Bar of the 
Supreme (k)urt of Illinois, pro hac vice, 
by special leave of the Court, with whom 
Lawrence Gunnels, Chicago, III, was on 
the brief for petitioner in No. 72-1617. 

Frederick M. Rowe,. Washington, D. 
C., with whom Edward W. Warren, F. 
F. Hilder, Asst. Gen. Counsel, William L. 
Weber, Jr., Detroit, Mich., and Ham- 
mond E. Chaffetz, Washington, D. C., 
were on the brief for petitioner in No. 
72-1626. 

John E. Nolan, Jr., Washington, D. C., 
with whom Robert E. Jordan, III, Wil- 
liam G. Christopher, Michael J. Mai- 
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ley, Richard H, Porter, Scott R. Schoen- 
feld, Washington, D. C., and Victor C. 
Tomlinson were on the brief for peti- 
tioner in No. 72-1529. 

Howard P. Willens, Washingrton, D. C., 
with whom Jay F. Lapin, William P. 
Hoffman, Jr., Gerald Goldman, Wash- 
ington, D. C., were on the brief for pe- 
titioner in No. 72-1537. 

James A. Glasgow, Atty., Department 
of Justice, with whom Kent Frizzell, 
Asst. Atty. Gen., Edmund B. Clark and 
Raymond N. Zagoiie, Attys., Department 
of Justice, were on the brief for appellee. 

Jerome Maskowski was on the brief 
for State of Michigan, amicus curiae. 

Before BAZELON, Chief Judge, and 
TAMM and LEVENTHAL, Circuit 
Judges. 

LEVENTHAL. Circuit Judge: 

These consolidated petitions of Inter- 
national Harvester and the three major 
auto companies, Ford, General Motors 
and Chrysler, seek review i of a decision 
by the Administrator of the Environ- 
mental Protection Agency denying peti- 
tioners' applications, filed pursuant to 
Section 202 of the Clean Air Act,* for 
one-year suspensions of the 1976 emis- 
sion standards prescribed under the 
statute for light duty vehicles in the ab- 
sence of suspension. 

I. Under Section 807 of the Clean Air Act, 

42 U.S.C. i 1857h-5(b)(l), which pro- 
vides for direct review of the Administra- 
tor’s decdsion by the United States Court 
of Appeals for the District of Columbia 
Circuit (all citations are to the 1970 edi- 
tion of the U.S.Code). 

1 42 U.S.G. § 1867f-l(b)(5)(B): 

3. Statement of Sen. Robert Griffin, 116 

Cong Rec. 33,081 (19’?0). 

4. For the 60% figure, eee H.R.Rep.No. 
91-1146, 91st Cong., 2d Sess., 6 (1970) ; 
for 64% national figure and the 80% 
urban figure, see statement of Nat’l Assoc, 
of Professional Engineers in Hearings on 

S. 3229, S. 3466, and S. 3546, before Snb- 
comm. on Air and Water Pollution, Sen- 


I. STATEMENT OF THE CASE 
The tension of forces presented by the 
controversy over automobile emission 
standards may be focused by two cen- 
tral observations : 

(1) The automobile is an essential pil- 
lar of the American economy. Some 28 
per cent of the nonfarm workforce 
draws its livelihood from the automobile 
Industry and its products.* 

(2) The automobile has had a devas- 
tating impact on the American environ- 
ment. As of 1970, authoritative voices 
stated that “[a]utomotive pollution con- 
stitutes in excess of 60% of our national 
air pollution problem” and more than 
80 per cent of the air pollutants in con- 
centrated urban areas.^ 

A. Statutory Frame-work 

Congressional concern over the prob- 
lem of automotive emissions dates back 
to the 1960'8,® but it was not until the 
passage of the Clean Air Act in 1965 
that Congress established the principle 
of Federal standards for automobile 
emissions. Under the 1965 act and its 
successor, the Air Quality Act of 1967, 
the Department of Health, Education 
and Welfare was authorized to promul- 
gate emission limitations commensurate 
with existing technological feasibility.* 
The development of emission control 
technology proceeded haltingly. The 
Secretary of HEW testified in 1967 that 

ate (IJoinm. on Public Works, 91st Cong., 

2d Sess., 114 (1970). 

5. The Act of July 14, 1955, Ch. 360, 1- 

7, 69 Stat. 322, authorized the Depart- 
ment of Health, Education and Welfare to 
provide research and assistance to local 
and state governments attempting to deal 
with air pollution. The Act of June 8, 
1960, 74 Stat. 162, called for a federal 
study on the specific problem of automo- 
tive emissions. 

6. Motor Vehicle Air Pollution Control Act 

§ 202(a), P.L. 89-272, Oct. 20, 1965, 79 
Stat. 992 (Amendments to Clean Air 
Act) i National Emission Standards Act 
§ 202(a), P.L. 90-148, Nov. 21, 1907, 81 
Stat. 499 (part of Air Quality Act of 
1967). 
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'Hhe state of the art has tended to me- 
ander along until some sort of regulation 
took it by the hand and gave it a good 
pull. . . . There has been a long 

period of waiting for it, and it hasn’t 
worked very well.” T 

The legislative background must also 
take into account the fact that in 1969 
the Department of Justice brought suit 
against the four largest automobile man- 
ufacturers on grounds that they had con- 
spired to delay the development of emis- 
sion control devices.* 

On December 31, 1970, Congress 
grasped the nettle and amended the 
Clean Air Act to set a statutory stand- 
ard for required reductions in levels of 
hydrocarbons (HG) and carbon monox- 
ide. (CO) which must be achieved for 
1976 models of ligljt duty vehicles. Sec- 
tion 202(b) of the Act added by the 
Clean Air Amendments of 1970, provides 
that, beginning with the 1976 model 
year, exhaust emission of hydrocarbons 
and carbon monoxide from ‘’light duty 
vehicles” must be reduced at least 90 per 
cent from the permissible emission levels 
in the 1970 model year,® In accordance 
with the Congressional directives, the 
Administrator on June 23, 1971, pro- 
mulgated regulations limiting HC and 
CO emissions from 1976 model light duty 
vehicles to .41 and 3.4 grams per vehicle 
mile respectively. 36 Fed.Reg. 12,657 
(1971).^® At the same time, as required 

■7. Hearinga on Air Pollution — 1967, Hear- 
ings before the Subcomm. on Air and Wa- 
ter Pollution, Sen. Comm. On Public 
Works, 9()th Cong., let Sees., pt. 3, 1155- 
1156 (1967). 

6. The suit was settled by consent decree. 
United States v. Automobile Manufac- 
turers Ass'n., 307 F.Supp. 617 (C.D.GaI. 
1969), affd sub nom. City of New York 
V. United States, et al, 397 U.S. 248, 90 
S.Ct. 1105, 25 L.Ed.2d 280 (1970). 

9. 42 U.S.C. § 1857f-l(b) (1) (A) provides 
that “engines manufactured during or 
after model year 1975 shall contain stand- 
ards which require a redaction of at least 
90 per centum from emissions of carbon 
monoxide and hydrocarbons allowable un- 
der the standards . . . applicable to 

light duty vehicles and ei^nes manufac- 
tured in model year 1970.” 


by. section 202(b)(2) of the Act, he pre- 
scribed the test procedures by which 
compliance with these standards is 
measured.^^ 

Congress was aware that these 1975 
standards were “drastic medicine,” “ de- 
signed to “force the state of the art.” 
There was, naturally, concern whether 
the manufacturers would be able to 
achieve this goal. Therefore, Congress 
provided, in Senator Baker’s phrase, a 
“realistic escape hatch”: the manufac- 
turers could petition the Administrator 
of the EPA for a one-year suspension of 
the 1975 requirements, and Congress 
took the precaution of directing the Na- 
tional Academy of Sciences to under- 
take an ongoing study of the feasibility 
of compliance with the emission stand- 
ards. The “escape hatch” provision ad- 
dressed itself to the possibility that the 
NAS study or other evidence might in- 
dicate that the standards would be un- 
achievable despite all good faith efforts 
at compliance. This provision was lim- 
ited to a one-year suspension, which 
would defer compliance with the 90% re- 
duction requirement until 1976.; Under 
section 202(b)(5)(D) of the Act, 42 U. 
S.C. § 1867f-l(b)(6)(D), the Admin- 
istrator is authorized to grant a one- 
year suspension 

only if he determines that (i) such 
suspension is essential to the public 
interest or the public health and wel- 

10. Section 1201.21 of this regulation also 
prescribes an oxides of nitrogen standard 
of 3.0 grams per vehicle mile for 1975. 
That standard bas apparently not been 
challenged. In any event, it is not be- . 
fore us in the present case. 

11. “Emission standards under paragraph 
(1), and measurement techniques on which 
such standards are based (if not promul- 
gated prior to December 31, 1970), shall 
be prescribed by regulation within 180 
days after such date.” 42 U.S.G. § 
1867f-l (b)(2). 

12. Sen. Muskie, 116 Cong.Rec. 32,904 
(1970). 

13. U6 Coiig.Eec. 33,120 (1970) (newspaper 
report of statement of Senator Eagleton 
introduced into the record by Senator 
Muskie). 
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fare of the United States, (ii) ah good 
faith efforts have been made to meet 
the standards established by this sub- 
section, (iii) the applicant has estab- 
lished that effective control technolo- 
gy, processes, operating methods, or 
other alternatives are not available or 
have not been available for a suffi- 
cient period of time to achieve com- 
pliance prior to the effective date of 
such standards, and (iv) the study and 
investigation of the National Academy 
of Sciences conducted pursuant to sub- 
section (c) of this section and other 
information available to him has not 
indicated that technology, processes, 
or other alternatives are available to 
meet such standards. 

The statute provides that an applica- 
tion for suspension may be filed any 
time after January 1, 1972, and that the 
Administrator must issue a decision 
thereon within 60 days. On March 13, 
1972, Volvo, Inc., filed an application for 
suspension and thereby triggered the 
running of the 60 day period for a de- 
cision. 37 Fed.Reg. 6766 (March 21, 
1972.)'* ' Additional suspension requests 
were filed by International Harvester on 
March 31, 1972, and by Ford Motor Com- 
pany, Chrysler Corporation, and General 
Motors Corporation on April 6, 1972, 
Public hearings were held from April 
10-27, 1972. Representative's of most of 
the major vehicle manufacturers (in ad- 
dition to the applicants), a number of 
suppliers of emission control devices and 
materials, and spokesmen from various 
public bodies and groups, testified at 
the hearings and submitted written data 
for the public record. The decision to 
deny suspension to all applicants was is- 
sued on May 12, 1972. 

14. Evidently th« Adminiatrator decided te 
avoid separate suspension hearings for dif- 
ferent applicants and awaited further fil- 
ings which be anticipated. Volvo's ap- 
plication triggered the time period on the 
assumption that all applications were to 
be considered together. For the subee- 
41ueDt filings, see 37 Fed.Reg. 7038 (April 
7, 1972). 


The Decision began with the state- 
ment of the grounds for denial: “ . . . 
I am unable, on the basis of the informa- 
tion submitted by the applicants or 
otherwise available to me, to make the 
determinations required, by section 202 
(b)(5)(D)Ci), (ili), or (iv) of the 
Act.” “ The EPA Decision specifically 
focused on. requirement (iii) that: 
the applicant has established that ef- 
fective control technology, processes, 
operating methods, or other ^terna- 
tives are not available or have not 
been available for a sufficient period 
of time to achieve compliance prior 
to the effective date of such standards 

A Technical Appendix, containing the 
analysis and methodology used by the 
Administrator in apiving at his deci- 
sion, was subsequently issued on July 
27, 1972. 

B. JnitiaX Decision of the Adminis- 
trator 

The data available from the concerned 
parties related to 384 test vehicles run 
by the five applicants and the eight 
other vehicle manufacturers subpoenaed 
by the Administrator. In addition, 116 
test vehicles were run by catalyst and 
reactor manufacturers subpoenaed by 
the Administrator. These 600 vehicles 
were used to test five principal types of 
control systems: noble metal monolithic 
catalysts, base metal pellet catalysts, 
noble metal pellet catalysts, reactor sys- 
tems, and various reactor/catalyst com- 
binations. 

At the outset of his Decision, the Ad- 
ministrator determined that the most ef- 
fective system so far developed was the 
noble metal oxidizing catalyst.^* Addi- 

15. In re: Applications For Suspension of 
1875 Motor Vehicle Ezbaost Emission 
Standards, Decision of The Administrator, 
May 12, 1972 [hereinafter Decision] , at 1. 

16. Id. at 14. 
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tionally, he stated that the “most effec- 
tive systems typically include : improved 
carburetion ; a f asVrelease choke ; a de- 
vice for promoting iuel vaporization dur- 
ing warm-up ; more’ consistent and dur- 
able ignition systems; exhaust gas re- 
circulation; and a system for injecting 
air into the engine exhaust manifold to 
cause further combustion of unbumed 
gases and to create an oxidizing atmos- 
phere for the catalyst.” It was this 
system to which the data base was in- 
itially narrowed: only cars using this 
kind of system were to be considered in 
making the “available technology” de- 
termination. 

The problem the Administrator faced 
in making a determination that tech- 
nology was available, on the basis of 
these data, was that actual tests showed 
only one car with actual emissions which 
conformed to the standard prescribing a 
maximum of .41 grama, per mile, of HC 
and 8.4 grams per mile of CO.‘* No car 
had actually been driven 50,000 miles, 
the statutory “useful life” of a vehicle 
and the time period for which conform- 
ity to the emission standards is re- 
quired.*® In the view of the EPA Ad- 
ministrator, however, the reasons for the 
high test readings were uncertain or am- 
bivalent. 

Instead, certain data of the auto com- 
panies were used as a starting point for 
making a prediction, but remolded into 
a more useable form for this purpose. 
As the Administrat(j)r put it 

Much of the data! reports emissions 
measured by test procedures different 
from the 1976 Federal test procedure 

17. W. 

18. This was Chrysler car #833, but even 
this car had not been run 50,000 miles ; 
and conformity with the 1975 standard de- 
pended on not taking into account certain 
emissions over the standards, claimed by 
the Administrator to be due to engine 
malfunction. See Appendix C to the De- 
cdsion of the Administrator, Analysis of 
Yehlcle Test Data [hereinafter Technical 
Appendix] , at 17. 

ra. 42 U.S.O. 8 1857f-l(d) provides that 
“The Administrator shall prescribe reg- 
478 P.2d— 40 


and requires conversion to the 1976 
procedure by calculations which cannot 
be regarded as precise. Emission data 
was frequently submitted without an 
adequate description of the vehicle be- 
ing tested, the emission control sys- 
tems employed, or, the purpose of the 
test. The fuel and oil used in tests 
were not always specified. Adjust- 
ments made to components of the en- 
gine or emission control system were 
frequently made and seldom fully ex- 
plained. In most cases, tests were not 
repeated, even where results departed 
significantly from established trends, 
and little or no information was sub- 
mitted to explain the diagnosis of fail- 
ure, where test results showed poor 
results. Most important, only a few 
test cars were driven to 20,000 miles 
or more, and no vehicle employing all 
components of any applicant's pro- 
posed 1976 control systems has yet 
been driven to 60,000 miles. 2n the 
face of these difficulties, analysis and 
interpretation of ' the data re<juired 
assumptions and analytical approaches 
which will necessarily be controversial 
to sorfie degree, (emphasis added) 

In light of these difficulties, the Admin- 
istrator “adjusted” Che data of the auto 
companies by use of several critical as- 
sumptions. , jj 

First, he made $n adjustment to re- 
flect the assumption that fuel used in 
1976 model year cars would either con- 
tain an average of grams per gallon i 
oF.OO grams per g^ijlon of lead.*' This 
usually resulted in ah increase of emis- 
sions predicted, since many companies 

ulationa ander which the asefol life of 
vehicles and engbies ishall be determuied 
. , . - . ” for imrposes of the 1975 

standanlB. “Such ir^^lations shall pro- 
vide that useful lif4 shall — (1) in the 
case of light duty Vehicles and light duty 
• vehicle engines, be h period of nse of five 
years or of fifty thousand miles (or the 
.equivalent), .whichever, first occurs 

20. Decision at 16-17. 

21. Id, at 18. 
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had tested their vehicles on lead-free 
gasoline. 

Second, the Administrator found that 
the attempt of some companies to reduce 
emissions of nitrogen oxides below the 
1975 Federal standard of 3.0 grams per 
vehicle mile resulted in increased emis- 
sions of hydrocarbons and carbon mon- 
oxide. This adjustment resulted in a 
downward adjustment of observed HC 
and CO data, by a specified factor.*® 

Third, the Administrator took into ac- 
count the effect the “durability" of the 
preferred systenis would have on the 
emission control obtainable. This re- 
quired that observed readings at one 
point of usage be increased by a de- 
terioration factor (DF) to project emis- 
sions at a later moment of use. The 
critical methodological choice was to 
make this adjustment from a base of 
emissions observed at 4000 miles. Thus, 
even if a car had actually been tested 
over 4000 miles, predicted emissions at 
50,000 miles would be determined by 
multiplying 4000 mile emissions by the 
DF factor.®* 

Fourth, the Administrator adjusted 
for “prototype-to-production slippage." 
This was an upward adjustment made 
necessary by the possibility that proto- 
type cars might have features which re- 
duced HC and CO emissions, but were 
not capable of being used in actual pro- 
duction vehicles.®* 

Finally, in accord with a regulation 
assumed, as to substance, in the text of 
the Decision, but proposed after the sus- 
pension hearing,*® a downward adjust- 
ment in the data readings was made on 
the basis of the manufacturers' ability, 
in conformance with certification pro- 
cedures, to replace the catalytic converter 
“once during 60,000 miles of yehicle op- 

22. See note 10 supra. 

23. IDecisioQ at 18. 

24. Id. The choice oE 4000 mile emiesions aa 

a base point corresponds to certification 

testing procedures. 37 Fed.Reg. 24,250, 

24,263 (1072), § 85.073-28. 

25. Decision at 20. 


eration," a change they had not used in 
their testing.®’ 

With the data submitted and the above 
assumptions, the Administrator conclud- 
ed that no showing had been made that 
requisite technology was not available. 
The EPA noted that this did not mean 
that the variety of vehicles produced in 
1975 would be as extensive as before. 
According to EPA, "Congress clearly in- 
tended to require major changes in the 
kinds of automobiles produced for sale 
in the United States after 1974” and 
there “is no basis, therefore, for constru- 
ing the Act to authorizing suspension of 
the standards simply because the range 
of performance of cars with effective 
emission control may be restricted as 
compared to present cars.” As long as 
“basic demand" for new light duty mo- 
tor vehicles was satisfied, the applicants 
could not establish that technology was 
not available.®* 

For purposes of judicial review, the 
initial EPA decision rests on the tech- 
nology determination. The Administra- 
tor did state:®* 

On the record before me, I do not be- 
lieve that it is in the public interest 
to grant these applications, where 
compliance with 1976 standards by 
application of present technology can 
probably be achieved, and where ample 
additional time is available to manu- 
facturers to apply existing technology 
to 1975 vehicles. (Emphasis added.) 

The statute apparently contemplates the 
possibility of an EPA denial of suspen- 
sion for failure to meet criterion (i) of 
§ 202(b)(5)(D) ("essential to the public 
interest") even though criterion (iii) has 
been satisfied (“applicant has establish- 
ed that effective control technology . . 

[is] not available”).** It suffices here 

26. 37 Fed.Reg. 23,778 (November 8, 1972). 

27. Decision at 20. 

28. Id. at 0. 

29. /d. at 30. 

30. See Part III of the opinion where 
factors which might properly enter into 
such a determination ere discussed. 
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to say that the EPA's 1972 “public in- 
terest" finding was obviously only a re- 
statement of, and dependent on the val* 
idity of, the conclusion of a failure to 
satisfy standard (iii) by showing that 
effective control technology is not avail- 
able. 

The Administrator also offered some 
“comments” on issues pertinent to the re- 
quired "good faith” determination un- 
der standard (ii), as guidance to ap- 
plications who might seek a one year 
suspension next year of the 1976 oxides 
of nitrogen standard. But he explictly 
disclaimed reaching that question in this 
proceeding. The thrust of his comment 
was to call into question the rigid “arms 
length” relationship structure which ve- 
hicle manufacturers imposed on their 
suppliers, as a source of a halter on prog- 
ress in developing the required technol- 
ogy.®^ 

C. This Court's December 1972 Re- 
mand 

After oral argument to this court 
on December 18, 1972, in a per curiam 
order issued December 19, 1972, we re- 
manded the record to the Administrator, 
directing him to supplement his May 
12, 1972 decision by setting forth; 

(a) the consideration given by the 
Administrator to the January 1, 1972 
Semiannual Report on Technological 
Feasibility of the National Academy 
of Sciences; and (b) the basis for 
his disagreement, if any, with the find- 
ings and conclusion in that study con- 
cerning the availability of effective 
technology to achieve compliance with 
the 1975 model year standards set 
forth in the Act. 

Our remand order was hot intended 
to indicate that we had concluded that an 

31. The Administrator noted, however, that 
the “closest working relationship between 
a vehicle manufacturer and a catalyst 
company that has been brought to my 
attention has been the Ford technical 
interchange arrangement with Engle- 
hard.” Decision at 26. 

32. In re; Applications For Suspension of 
1975 Motor Yehicle Exhaust Emission 


EPA conclusion was required as to clause 
(iv) — concerning the evaluation based on 
the NAS study and other information 
(from sources other than applicants) — 
when the Administrator had determined 
under (iii) that the auto companies had 
not shown technology was not available. 
We were nevertheless troubled by argu- 
ments advanced by petitioners that the 
methodology used by the Administrator 
in reaching his conclusion, and indeed the 
conclusion itself, was inconsistent with 
that of the Academy. It was our view 
that if and to the extent such differenc- 
es existed they should be explained by 
EPA, in order to aid us in determining 
whether the Administrator's conclusion 
under (iii) rested on a reasoned basis. 

D. Supplement to . the Decision of the 
Administrator 

Our remand of the record resulted 
in a “Supplement to Decision of the 
Administrator” issued December SO, 
1972. The Administrator in his Sup- 
plement stated that "In general I con- 
sider the factual findings and technical 
conclusions set forth in the NAS report 
and in the subsequent Interim Stand- 
ai^s Report dated April 26, 1972 . 
to be consistent with my decision of May 
12, 1972.” « 

The Report made by the NAS, pur- 
suant to its obligation under 202(b)(5) 
(D) of the Clean Ailr Act, had conclud- 
ed; “The Committee finds that the tech- 
nology necessary to | meet the require- 
ments of the Clean Air Act Amendments 
for 1975 model year light-duty motor 
vehicles is not available at this time.” ^ 
The Administrator apparently relied, 
however, on the NAS Report to bolster 
his conclusion that the applicants had 
not established that technology was un- 

Standards, Supplement to Decision of the 
Administrator, December 80, 1972 [here- 
inafter Supplement to Decision] at 1. 

33. Committee on Motor Vehicle Emissions, 
National Academy bf Sciences, Semi- 
annual Report to the Environmental Pro- 
tection Agency, January 1, 1972 [herein- 
after NAS Report] at 49. 
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available. The same NAS Report had 
stated:*^ 

the status of development 
and rate of progress made it possible 
that the larger manufacturers will be 
able to produce vehicles that will 
qualify, provided that provisions are 
made for catalyst replacement and 
other maintenance, for averaging emis- 
sions of production vehicles, and for 
the general availability of fuel con- 
taining suitably low levels of catalyst 
poisons. 

The Administrator pointed out that two 
of NAS’s provisos— catalytic converter 
replacement and low lead levels — had 
been accounted for in his analysis of 
the auto company data, and provision 
therefor had been insured through reg- 
ulation.*® As to the third, “averaging 
emissions of production vehicles,” “ the 
Administrator offered two reasons for 
declining to make a judgment about this 
matter: (1) The significance of aver- 
aging related to possible assembly-line 
tests, as distinct from certification test 
procedure, and such tests had not yet been 
worked out. (2) If there were an ap- 
propriate assembly-line test it would be 
expected that each car’s emissions could 
be in conformity, without a need for 
averaging, since the assembly line ve- 
hicles “equipped with fresh catalysts 
can be expected to have substantially 
lower emissions at zero miles than at 
4000 miles.” 

The Administrator also claimed that 
he had employed the same methodology 
as the NAS used in its Interim Stand- 
ards Report, evidently referring to the 
use of 4000 mile emissions as a base 
point, and correction for a deterioration 
factor and a prototype-production slip- 
page factor.®* The identity of methodol- 

34. Id. 

35. Supplement to Decision at 2-3. 

36. Id. at 3-4. 

37. Id. at 4, quoting from Decision at 11. 

38. See Committee on Motor Vehicle Emis- 
sions, National Academy of Sciences, In- 
terim Standards Report, April 26, 1972 
[hereinafter Interim Standards Report]. 


ogy was also indicated, in his view, by 
the fact the EPA and NAS both agreed 
on the component parts of the most ef- 
fective emission control system. 

The Administrator did refer to the 
"severe driveability problems” under- 
scored by the NAS Report, which in the 
judgment of NAS "could have signifi- 
cant safety implications,” stating that 
he had not been presented with any evi- 
dence of "specific safety hazard” nor 
knew of any presented to the NAS. He 
did not address himself to the issue of 
performance problems falling short of 
specific safety hazards. 

11. REJECTION OF MANUFAC- 
TURERS’ GENERAL 
CONTENTIONS 

We begin with consideration, and re- 
jection, of the broad objections leveled 
by petitioners against EPA’s over-all 
approach. 

A. Future Technological Develop^ 
mente 

[1] We cannot accept petitioners’ ar- 
guments that the Administrator’s de- 
termination whether technology was 
“available,” within the meaning of sec- 
tion 202(b)(5)(D) of the Act, must be 
based solely on technology in being as 
of the time of the application, and that 
the requirement that this be "available” 
precludes any consideration by the Ad- 
ministrator of what he determines to be 
the “probable” or likely sequence of the 
technology already experienced. Con- 
gress recognized that approximately two 
years’ time was required before the start 
of production for a given model year, 
for the preparation of tooling and man- 
ufacturing processes.*® But Congress 
did not decide — and there is no reason 

39. NAS Report at 30. 

40. Although various estimates were made 
during the debate, the consensus seemed 
to be that two years .is the most reason- 
able estimate. This was apparently the 
understanding of the Conference Com- 
mittee. See 116 Cong.Rec. 42,522 (1970) 
(Rep. Staggers, Manager on the part of 
the House). 
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for us to do so— that all development 
had to be completed before the toolings 
up period began. The manufacturers* en- 
gineers have admitted that technological 
improvements can continue during the 
two years prior to ; production.^' Thus 
there was a sound basis for the Admin- 
istrator’s conclusion that the manufac- 
turers could "improve, teat, and apply" 
technology during the lead time period.^ 
The petitioners’ references to the leg- 
islative history are unconvincing. None 
of the statements quoted in their briefs 
specifically states that "available" as 
used in the statute means "available in 
1972." There is even comment that 
points to a contrary interpretation." 
In any event, we think the legislative 
history is consistent with the EPA's 
basic approach and evidences no ascer- 
tainable legislative: intent to the con- 
trary. 

[2, 3] While we reject the contention 
as broadly stated, principally by Gener- 
al Motors, we hasten to add that the Ad- 
ministrator’s latitude for projection is 
subject to the restraints of reasonable- 
ness, and does not open the door to 
" ‘crystal ball’ inquii^." ** The Admin- 
istrator’s latitude for projection is un- 
questionably limited by relevant consid- 
erations of lead time needed for produc- 
tion." Implicit also is a requirement 
of reason in the reliability of the EPA 
projection. In the [present case, the 
Administrator's prediction of available 
technology was based ' on known elements 

41. In testimony befote the Administrator, 

' Ford's Vice President for Engineering and 

Manufacturing identified as the “last 
date for incorporation of proven new tech- 
nology” November 1, , 1973 — 10 months 
after the start of Ijbe tooling-up period. 

He testified that the companies could be 
“developing engineering solutions” until 
that date. Hearing Tr. at 1916; cf. id. 
at 2033-4. Cf. Ste^tement of Lee A. 
lacocca in Hearings^ on S. 3229, S. 3446, 

S. 3546, before Subcomm. on Air and Wa- 
ter Pollution, Senate; Comm, on Public 
Works, 91st Cong., 2^ Seas., pt. 5, 1620- 
1621 (1070). 

42. Decision at 26. 


of existing catalytic converter systems. 
This was a permissible approach sub- 
ject, of course, to the requirement that 
any technological developments or re- 
finements of existing systems, used as 
part of the 'EPA methodology, would 
have to rest on a reasoned basis. 

B. Claimed Right of Cross-Examina- 
tion , 

Chrysler has advanced a due process 
claim based upon two principal features 
of the proceeding, the inability to en- 
gage in cross-examination and the in- 
ability to present arguments against 
the methodology used in the Technical 
Appendix of the Administrator, which 
served as a basis for his decision. 

The suspension provision of Section 
202(b)(6)(D) does not require a trial 
type hearing. It provides: 

Within 60 days after receipt of the 
application for any such suspension, 
and after public hearing, the Admin- 
istrator shall issue a decision grant- 
ing or refusing such suspension. 

[4] First, this provision for a "pub- 
lic hearing” contrasts significantly with 
other provisions that specifically require 
an adjudicatory hearing." More im- 
portantly, the nonadjudicatory nature of 
the "public hearing” contemplated is 
underscored by the 60 day limit for a 
decision to be made. The procedure con- 
templated by Congi^ess in its 1970 legis- 
lation must be appraised in light of its 

43. See 116 CoDg.Rec. 133,080-37 (1970) 
(Statement of Senator Gnrney). 

44. National Resources ' Defense Gonncil, 
Inc. v. Morton, 148 U.S.App.D.C. 6, 16, 
458 r.2d 827, 837 (1972). 

45. Remarks of Senator Gurney, 116 Cong. 

Rec. 33,086 (1970). ' 

46. For instances in the Act where ad- . 
judicatory hearings are called for, see 

§ 110(f)(2), 42 U.S.G. 5 1857e-6(f)(2) 
liearlng on one-yedr postponement of a 
plan reiiuirement on application of State 
Governor); § 206(b)(2)(B), 42 U.S.C. 

§ 1857£->5(b) (2) (B) (hearing on suspen- 
sion or revocation of motor vehicle certifi- 
cations). -Both determinations must be 
mad© “on the record”. 




56 


478 FEDERAL REPORTER, 2d SERIES 


630 

concern with “avoidance of previous 
cumbersome and time-consuming proce- 
dures/' see Kennecott Copper Corp. v. 
EPA, 149 U.S.App.D.C. 231, 234, 462 
F.2d 846, 849 (1972). 

As to legislative history of this pro- 
vision, the starting point is the provi- 
sion in Senate Bill 4358 

Upon receipt of such application, the 
Secretary shall promptly hold a public 
hearing to enable such manufacturer 
or manufacturers to present informa- 
tion relevant to the implementation of 
such standard. The Secretary, in his 
discretion, may permit any interested 
person to intervene to present infor- 
mation relevant to the implementation 
of such standard. 

This was dropped in conference, along 
with a provision permitting six months 
for a suspension decision. The result- 
ing legislation both expedited tbe deci- 
sion-making, and contemplated EPA so- 
licitation of a wide range of views, from 
sources other than the auto companies, 
though the companies* applications and 
presentation would surely be the focus of 
consideration. Underlying this approach 
of both shortening time for decision and 
enlarging input lies, we think, an assump- 
tion of an informative but efficient pro- 
cedure without mandate for oral cross ex- 
amination. 

[5, 6] In context, the “public hear- 
ing” provision amounts to an assurance 
by Congress that the issues would not be 
disposed of merely on written comments, 
the minimum protection assured by the 
Administrative Procedure Act for rule- 
making, but would also comprehend oral 

47. See S. 4358, 91fit Cong., 24 gese., 
printed in S.Rep. No. 91-1196, 9l8t Cong., 

2d Sess. 103 (1970). 

48. See United States v. Florida East Coast 
R. Co., 410 U.S. 224, 93 S.Ct. 810, 35 
L.Ed.2d 223 (1973) where the Court held 
that rule-making hearings, .under 5 U-S.C. 

8 553, are sufficient where the agency’s 
statute provides for a “hearing.” The 
provision of 5 U.S.C. § 658(d) which gives 
the opportunity for cross-examination as 
a matter of right, would only be auto- 
matically applicable if “rules are re- 


submissions of a legislative nature. 
These are required even for rule-making 
when “controversial regulations govern- 
ing competitive practices” are involved. 
American Airlines, Inc. v. CAB, 123 U.S. 
App.D.C. 310, 317, 359 F.2d 624, 631 (en 
banc 1966), cert, denied, 385 U.S. 843, 
87 S.Ct. 73. 17 L.Ed.2d 75 (1966) ; Wai- 
ter Holm & Co. V. Hardin, 145 U.S.App. 
D.C. 347, 449 F.2d 1009 (1971). Even 
assuming oral submission, in a situation 
where “general policy” is the focal ques- 
tion, a legislative-type hearing is appro- 
priate.^ 

[7-9] A complication is presented by 
the case before us in that the general 
policy questions became interfused with 
relatively specific technical issues. Yet 
within the context of a quasi-legislative 
hearing and the time constraints of the 
statute, we do not think the absence of 
a general right of cross-examination on 
the part of the companies was a depar- 
ture from “basic considerations of fair- 
ness.” Walter Holm & Co. v. Hardin, 
supra, 145 U.S.App.D.C. at 364, 449 F. 
2d at 1016. Hearings ran for two weeks 
and a wide range of participants was 
included within the proceeding: manu- 
facturers, vendors of the control devices 
and public interest groups. The auto 
companies were allowed to submit writ- 
ten questions to the Hearing Panel to be 
asked to various witnesses. Opportunity 
to prepare written questions is not as 
satisfactory to counsel as the opportun- 
ity to proceed on oral cross-examination, 
with questions that develop from previ- 
ous answers. But examination on inter- 
rogatories has long been used in the law 
when necessary, albeit second best. And 

guired by statute to be made on the 
record after opportunity for an agency 
hearing . . . (emphasis added). 

Without the precise words “on the rec- 
ord,” S 666 does not automatically apply. 

At 241, 93 S.Ct. 810. 

The words “on the record” are not in- 
corporated into Section 202(b)(5)(D). 
Only a “public hearing” is required. 
Moreover, subsection (iv) of that pro- 
vision allows consideration by the Admin- 
istrator of “other information available 
to him” in reaching a conclusion on 
“available technology.” 
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interrogatories to a live witness — often 
arranged in private lawsuits by use of a 
commission — avoid the peril of “canned” 
affidavits and counsel^assisted, or even 
counsel-drafted, responses to interroga- 
tories. Their availability was a reason- 
able attempt by EPA to elicit the facts 
and at the same time cope with the time 
constraints. We do not think more was 
required. There was a meaningful op- 
portunity to be heard. The specific na- 
ture of a “hearing” varies with circum- 
stances. Cafeteria & Restaurant Work- 
ers Union v. McElroy, 367 U.S. 886, 895, 
81 S.Ct. 1743, 6 L.Ed.2d 1230 (1961), 
cited with approval, in Goldberg v. Kelly, 
397 U.S. 254, 268, 90 S.Ct. 1011, 25 L. 
Ed.2d 287 (1970). Whether particular 
attributes of forensic presentation are 
not only salutary but also mandatory 
must also depend on circumstances. The 
heft of the hearing problem, including 
the time constraints on decisions, con- 
vinces us that the assertion of a broad 
right of cross-examination cannot be suc- 
cessfully maintained. 

We distinguish between the assertion 
of a broad, right of cross-examination, 
such as that argued to this court, and 
a claim of a need for cross-examination 
of live witnesses on a subject of critical 
impoiitance, .which could not be adequate- 
ly ventilated under the general proce- 
dures. This is the kind of distinction 
that this court made in its en banc opin- 
ion in American Airlines v. CAB, supra, 
123 U.S.App.D.C. at 318-319, 369 r.2d 
at 682-633.; We see no principled man- 
ner in which firm time limits can be 
scheduled for cross-examination consist- 
ent with its unique potential as an “en- 
gine of truth” — the capacity given a dil- 
igent and resourceful counsel to expose 
subdued premises, to pursue evasive wit- 
nesses, to “explore” the whole witness, 
often traveUng unexpected avenues. 

Given the variances in counsel, the 
reality that seasoning and experience 
are required even for trial judges who 

49. The procedure adopted may be justified, 

in part, on grounds like those supporting 

Toir dire by the trial judge, using ques- 


seek to avoid repetitive and undue cross- 
examination, the enhancement of diffi- 
culties encountered with the breadth of 
issues involved in a “public interest” 
pr<x^eding, the fairly-anticipated prob- 
lem of provision for redirect (and re- 
cross) and the interplay of different 
cross-examinations, there is not insig- 
nificant potential for havoc. What is 
most significant is that these complica- 
tions are likely to be disproportionate 
to the values achieved, in a proceeding 
focusing on technical matters where oth- 
er techniques generally are sufficient to 
adduce the pertinent information as to 
both what is known and unknown. 

In context, we consider that the tech- 
nique, adopted by EPA, of pre-screen- 
ing written questions submitted in ad- 
vanee is reasonable and comports with 
bi^ic fairness as the general procedure. 
This approach permits screening by the 
hearing officer so as to avoid irrelevance 
and repetition, permits a reasonable es- 
timate of the time required for the ques- 
tioning, and aids scheduling and alloca- 
tion of available time among various par- 
ticipants and interests.^® The record re- 
veals that the hearing officers did not 
propound the pre-submitted questions like 
robots; they were charged with con- 
ducting a hearing for the purpose of fo- 
cusing information needed for decision, 
and they qu^te appropriately “followed 
up” on questions. 

We revert to our observation that a 
right of cross-examination, consistent 
vritb time limitations, might well extend 
to particular cases of need, on critical 
points where the general procedure prov- 
ed inadequate to probe “soft” and sensi- 
tive subjects and witnesses. No such 
circumscribed and justified requests were 
made in this proceeding. 

C. Right \ To Comment on EPA 
Methodology 

[10-12] A more serious problem, at 
least from the point of an informed 
decision-making process, is posed by the 

tioDS submitted by counsel.. See United 

States T. Bryant, 153 U.S.App.D.C. 72, 

471 F.2d 1040 (1972). 
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inability of petitioners to challenge the 
methodology of EPA at the hearing. In 
other contexts, it is commonplace for ad- 
ministrative proceedings to focus in de- 
tail on agency methodology,®® and such 
elucidation is salutary, of particular aid 
to a reviewing court. Again, however, 
we cannot ignore the problem of time. 
In part, EPA developed its methodology 
on the basis of submissions made by the 
companies at the hearings, as to the 
parameters of its various data. The re- 
quirement of submission of a proposed 
rule for comment does not automatically 
generate a new opportunity for comment 
merely because the rule promulgated by 
the agency differs from the rule it pro- 
posed, partly at least in response to sub- 
missiona.®* Given the circumstances, we 
cannot hold the absence of the right to 
comment on the methodology a violation 
of the statute or due process, though such 
opportunity would certainly have been 
salutary. 

[13, 14] While the statute makes no 
express provision therefor, we assume 
that Congress contemplated a flexibility 
In the administrative process permitting 
the manufacturers to present to EPA 
any comments as to its methodology, in 
a petition for reconsideration or modifi- 
cation. However, this opportunity does 
not permit invocation of the doctrine of 
failure to exhaust administrative reme- 
dies as a bar to these appeals, for those 
petitions could not have affected or de- 
ferred the finality of the EPA decision 
or the time for seeking judicial review. 

50. E. g., Permian Baain Area Bate Cases, 
300 U.S. 747, 88 S.Ct. 1344, 20 L.Ed.2d 
312 (1908). 

51. A contrary rule would lead to the ab- 
surdity that in nile-makina under the 
APA the agency can learn from the com- 
ments on its proposals only at the peril 
of starting a new procedural round of 
commentary. 

As we have stated in an analogous con- 
text of rule-making proceedings before the 
Federal Communications Commission, 
where petitioners have argued that the 
Commission was “changing the rules in 
the middle of the game” when it took 
into consideration factors not specifically 
indicated in its Section 4(a) notice under 


The opportunity is noted to obviate any 
p(^sibility that the law, or our comments, 
may be misunderstood to require a rigid 
procedure of prompt and unshakeable 
decision-making. Our own December re- 
mand requesting clarification of the De- 
cision illustrates that while this statute 
imposes some unusual time restraints it 
does riot jettison the flexibility and ca- 
pacity of reexamination that is rooted 
in the administrative process. Ameri- 
can Airlines v. CAB, SMpm, 123 U.S. 
App.D.C. at 319; 359 F.2d at 633. 

As matters have shaped up, the cen- 
tral technical issue on this appeal con- 
cerns the reliability of EPA's methodol- 
ogy. While we do not say that the fail- 
ure to provide reasonable opportunity 
to comment on EPA methodology invali- 
dates the EPA Decision for lack of pro- 
cedural due process, or similar conten- 
tion, we must in all candor accompany 
that ruling with the comment that the 
lack of such opportunity has had serious 
implications for the court given the role 
of judicial review. 

We shall subsequently develop the le- 
gal questions, primarily questions of 
EPA's burden of proof, that arise with 
respect to EPA methodology. We pref- 
ace these with admission of our doubts 
and diffidence. We are beset with con- 
tentions of petitioners that bear indicia 
of substantiality. Yet we have no EPA 
comment on the specific questions raised, 
apart from some discussion by counsel 
which is not an adequate or appropri- 
ate substitute.®* Our December 1972 re- 

tbe Administrative Procedure Act, 5 
U.S.C. § 1(K)1 (q), “[slurely every time 
the Commission decided to take account 
of some additional factor it was not re- 
quired to start the proceedings all over 
again. If such were the rule the proceed- 
ings might never be terminated.” Owens- 
boro On the Air v. United States, 104 

U. S.APP.D.C. 391, 397, 262 P.2d 702, 708 
(1958) ; Loganaport Broadcasting Corp. 

V, United States, 93 U.S.App.D.C. 342, 
346, 210 F.2d 24, 28 (1954). 

52. Burlington Truck Lines v. United 
States, 371 U.S. 156, 168-9, 9 L.Ed.2d 
207 (1662) ; Braniff Airways, Inc. v. 
CAB, 126 U.S.App.D.C. 309. 411, 379 
F.2d 453, 465 (1907). 
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nund opened the door to a candid dis- 
cussion of these matters, but EPA fash- 
ioned a carefully limited response. 

The EPA might have indicated that it 
desired to take a fresh look at its method- 
ology on the basis of petitioners' criti- 
cisms, in which c^e, on an adaptation 
of the Smith v. Pollin,®* procedure, this 
court might have remanded the case to 
the agency. This remand would come 
during the course of our judicial review 
and would not conflict with the 60-day 
statutory time limit for the hearing and 
decision on the applications for suspen- 
sion. 

Indeed, the fact that the Administra- 
tor issued the Technical Appendix almost 
three months after his Decision, at a 
time when judicial review had already 
begun to run its course, indicates that 
the agency did not believe that agency 
consideration was frozen from the mo- 
ment that the suspension decision was 
rendered, a view we approve. , The EPA 
had latitude to continue further consid- 
eration even ^without requesting a court 
remand (under Smith v. Follin) that 
would suspend judicial consideration. 

III. OVERALL PERSPECTIVE OF 
SUSPENSION ISSUE 
. This case ultimately involves difficult 
issues of statutory interpretation, as to 
the showing required for applicants to 
sustain their burden that technology is 
not available. It also taxes our ability 
to understand and evaluate technical is- 
sues upon which that showing, however 
it is to be defined, must rest. At the 
same time, however^ larger questions are 
at stake. As Senator Baker put it, “This 
may be the biggest industrial judgment 
that has been made in the United States 
in this century." 116 Cong.Rec. 33,086 
(1970). This task of reviewing the sus- 
pension decision was not assigned to us 

53. 90 U.S.App,D.C. 178, 194 F.2d 349 
(1952).. See also Greater Boston Tele- 
vision Ck>rp, V. FCC, 149 U.S.App.D.C. 

322, 463 F.2d 268 (1971). 

54. An amendment to Senate Bill 4358 pro- 
posed bj Senator Dole of Kansas, which 


.24416 (1973) 

lightly. It was the judgment of Con- 
gress that this court, isolated as it is 
from political pressures, and able to par- 
take of calm and judicious reflection 
would be a more suitable forum for re- 
view than even the Congress.** 

Two principal considerations compete 
for our attention. On the one hand, if 
suspension is not granted, and the pre- 
diction of the EPA Administrator that 
effective technology will be available is 
proven incorrect, grave economic con- 
sequences could ensue. This is the prob- 
lem Senator Griffin described as the 
“dangerous game of economic roulette." 
116 Cong.Rec. 33,081 (1970). On the 
other hand, if suspension is granted, and 
it later be shown that the Administra- 
tor’s prediction of feasibility was achiev- 
able in 1976 there may be irretrievable 
ecological costs. It is to this second pos- 
sibility we first turn. 

A. Potential Environmental Co8t$ 

The most authoritative estimate in the 
record of the ecological costs of a one- 
year suspension is that of the NAS Re- 
port. Taking into account such “factors 
as the vehicle-age distribution among all 
automobiles, the decrease in vehicle miles 
driven- per year, per car as vehicle age 
increases, the predicted nationwide 
growth in vehicle miles driven each 
year" and the effect of emission stand- 
ards on exhaust control, NAS concluded 
that:** 

. the effect on total emissions 
of a one-year suspension with no adc^i- 
tional interim standards appears to be 
small. The effect is not more signifi- 
cant because the emission reduction 
now required of model year 1974 ve- 
hicles, as compared with uncontrolled 
vehicles (80 percent for HC and 69 
percent for CO), is already so sub- 
stantial. 

would have mode the suspension decision 
reviewable by Congress instead of the 
court, as proposed by the Committee, 116 
Gong.Bec. 33,078 (1970), was rejected by 
the. Senate, 116 Cong.Bec. 33,089 (1970). 

55. NAS Report at 45—48. 


478 F.2d— 40Vi 
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Other considerations may diminish the 
costs even further. There seems to be 
agreement that there are performance 
costs for automobiles in employing pollu- 
tion control devices, even if the effects 
on performance cannot fairly be char- 
acterized as constituting safety hazards. 
The NAS Report summarized the prob- 
lem, as follows : ** 

Three areas of vehicle performajice 
are likely to be adversely affected by 
the 1975 emission control systems. 
These are fuel economy, vehicle-accel- 
eration capability, and vehicle drive- 
ability (or ability to perform adequate- 
ly in all normal operating modes and 
ambient conditions). 

The. question in this context is not 
whether these are costa the consumer 
should rightly bear if ecological damage 
is to be minimized, but rather the general 
effect on consumer purchasing of 1976 
model year cars in anticipation of lower 
performance. A drop-off in purchase of 
1975 cars will result in a prolonged usage 
of older cars with lees efficient pollution 
control devices. If the adverse perform- 
ance effect deterred purchasing signifi- 
cantly enough, resulting in greater re^ 
tention of "older” cars in the "mix” of 
cars in use, it might even come to pass 
that total actual emissions (of all cars 
in use) would be greater under the 1975 
than the 1974 standards. 

Many of the anticipated performance 
problems are traceable to the systems 
introduced to conform cars to control of 
nitrogen oxides to achieve prescribed 
1975 standards, by use of exhaust-gas 
recycle (EGR). Such systems affect ve- 
hicle-acceleration capability because the 
power output for a given engine displace- 
ment, engine speed, and throttle setting 

56. Id. at 29. 

57. Id. 

58. Id. 

59. 74. at 30. 

60. The NAS estimated an increase in 
initial cost of about $214, Id. at 42, over 
the 1973-74 model year system, and $288 


is reduced,®'* The NAS Report indicates 
that such systems could result in direct 
fuel-economy penalties of up to 12 per- 
cent compared with 1973 prototype ve- 
hicles.®® 

The NAS Report states that the ef- 
fects of emission controls on vehicle 
driveability are difficult to quantify, but 
nevertheless makes the following quali- 
tative evaluation : ®® 

Driveability after a cold-engine start, 
and especially with cold ambient con- 
ditions, is likely to be impaired. To 
reduce HC and CO emissions during 
engine warmup, the choke is set to re- 
lease quickly, and the fuel-air mix- 
ture is leaned out as early as possible 
after engine startup. Under these 
conditions, problems of engine stall, 
and vehicle stumble and hesitation on 
i^pid acceleration, have been preva- 
lent. 

The willingness of the consumer to 
buy 1975 model year cars may also be 
affected, to some degree, by the antici- 
pated significant costs of pollution con- 
trol devices. The problem is further be- 
deviled by the possibility that consumers 
albeit rightly assigned the cost burden 
of pollution devices, may seek to avoid 
that burden, however modest,*® and to 
exercise, at least in some measure, an 
option to use older cars. Again, this 
would have the thrust of increasing 
actual total emissions of cars in use. 

We may also note that it is the belief 
of many experts — both in and out of the 
automobile industry — that air pollution 
cannot be effectively checked until the 
industry finds a substitute for the con- 
ventional automotive power plant — the 
reciprocating internal combustion (i. e., 

over the 1970 system. To this must be 
added the EFA assumption of at least one 
catalytic converter replacement during 
50,000 miles of vehicle operation, see text 
at note 35, supra, and the possibility that 
considerable maintenance may be needed 
to keep converters at required level of 
efficient operation. 
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“piston") engine,^* According to this 
view, the conventional unit is a “dirty*' 
engine. While emissions from such a 
motor can be “cleaned” by various 
thermal and catalytic converter devices, 
these devices do, nothing to decrease the 
production of enussions in the engine's 
combustion chambers. The automobile 
industry has a imiilti-billioh-dollar in- 
vestment in the conventional engine, and 
it has been reluctant to introduce new 
power plants or undertake major mpdi- 
hcations of the coWentional one.^ Thus 
the bulk of the industry's work on emis- 
sion control has focussed narrowly on 
converter devices. It is clear from the 
legislative history that Congress expect- 
ed the Clean Air| Amendments to force 
the industry to broaden the scope of its 
research — to study new types of engines 
and new control syatema*^ Perhaps 
even a one-year suspension does not give 
the industry sufficient time to develop a 
new approach to emission control and 
still meet the absolute deadline of 1976. 
If BO, there will be ample time for the 
EPA and Congress, between now and 
1976 to reflect on changing the statutory 
approach. This kind of cooperation, a 
unique three-way partnership between 
the legislature, executive and judiciary, 
was contemplated I by the Congress*^ and 
is apparent in the [provisions of the Act.® 

61. See, e. g., II.^. General Accounting 
Office, Report to | the Congress : Gleaner 
Engines for Cleaner Air, at 45-47 (May 
15, 1972) (hereinafter “G.A.O. Report”) ; 
statement of Frejl C. Ha^ New York 
City Environmental Protection A^ncy, in 
Implementation xif the Clean Air Act 
Amendments of 1970, Hearings before the 
Subcornm. on Aiii and Water Pollution, 
Senate Comm, on Public Works, 92nd 
Cong., 2d Sess., bt. 3, 1697 (197?). 

62. The General Accounting Office re- 
ported in 1972 that the industry was “en- 
trenched” In efforts to retain the con- 
ventional engine, i G.A.O. Report at 45. 

63. 116 CoDg.Rec. 1 32,906 (1970) (Sen. 
Muskie) ; H.R.Rep. No. 91-1146, 91st 
Cong., 2d Sobs. 6 (l970). 

64. Congress made clear that it wonld be 
ready to exercise its right to inteirene if 
it did not agree with the results its 
statutory “shock ; treatment” produced. 

Bee 116 Cong.Red. 82,005 (1970) (Sena- 


The NAS estimated that there would 
be a small environmental cost to sus- 
pension of 1975 standards even if 1974 
standards were retained, but further 
recommended intermediate standards 
that would dilute even such modest en- 
vironmental cost.® The following table 
shows the various standards, and one put 
forward by Ford for 1976 : 

Maximum emissions (grams pe)* 

HC CO 


1974 standards 3.4 39.0 

Ford proposal 1.6 19.0 

NAS recommendation for i 

Intermediate standards: 

No catalyst change 1.1 8.2 

One catalyst change .... O.B 6.3 

1975 Standards 41 3.4 


Our concern that the 1975 standards 
may possibly be counter-productive, due 
to decreased driveability and increased 
cost, is not to be extrapolated into a cau- 
tion against any improvement, and con- 
comitant reduction in permitted emis- 
sions. In such matters, as the NAS 
recommendation for interim standards 
implicitly suggests, a difference in de- 
gree may be critical, and the insistence 
on absolute 1975 standards, without sus- 
pension or intermediate level, may 
stretch for the increment that is essen- 

tially counter-productive. 

tor Moakie). Congress, through Over- 
sight Hearings inducted by the Sub- 
mittee on Air and [Water Pollution of 
the United States Senate, continues to 
keep a watchful eye (^n the imidementation 
of the Act. Bee Implementation .of the 
Clean Air Act Amendments of 1970, 
Hearings before the Subcornm. on Air and 
Water Pollution, Senate Comm, on Public 
Works, 92d Cong., : 2d Sess., pts. 1-3 
(1972). 

65. The Act provides for various progress 
reports' to be made by the Administrator 
to the Congress, 42 U.S.C. $ I857y-I and 
2. Additional informatioD is supplied .by 
the Semiannual Reports of the National 
Academy of Sciences. 42 U.S.C. § 1857f- 
l(c}. More particularly, the Act pro- 
vides, 42 U.S.C- g 1857f-l(b)(4), for the 
EPA to make “recommendations for addi- 
tional congressional action” which he 
deems advisable. 

66. Interim Standards Report at 8. 
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We also observe that Ford Motor 
Company is on record as to capability of 
greater emission controls, i. e., lower lev- 
el of emissions, than those permitted for 
1974 model year cars,^ and Ford pro- 
posed that, given certain regulatory as- 
sumptions,** the Administrator adopt an 
interim standard of 1.6 gm/mi HC and 
19,0 gm/mi CO levels, about one half 
those permitted for the 1974 model year 
cars. 

On balance the record indicates the en- 
vironmental costs of a one-year suspen- 
sion are likely to be relatively modest. 
This must be balanced against the po- 
tential economic costs — and ecological 
costa — if the Administrator’s prediction 
on the availability of effective tech- 
nology is incorrect. 

B. Potential Economic Coats 

Theoretical possibility of 
industry shutdovm 

If in 1974, when model year 1976 cars 
start to come off the production line, 
the automobiles of Ford, General Motors 
and Chrysler cannot meet the 1976 stand- 
ards and do not qualify for certifica- 
tion, the Administrator of EPA has the 
theoretical authority, under the Clean 
Air Act, to shut down the auto industry, 
as was clearly recognized in Congression- 
al debate.®* We cannot put blinders on 
the facts before us so as to omit aware- 
ness of the reality that this authority 
would undoubtedly never he exercised, in 
light of the fact that approximately 1 
out of every 7 jobs in this country is 
dependent on the production of the au- 
tomobile.’® Senator Muskie, the prin- 
cipal sponsor of the bill, stated quite 

67. JA at 964-59; Doc. No. 135, Vol. II 
at 6-18 to 6-23. 

66. Ford’s proposals were qualified by the 
following regulatory assumptions : (1) 

maximum lead grams per gallon of 
gasoline .03; (2) averaging of emissions 
for certification test procedures ; (3) a 
methane allowance in interpreting hydro- 
carbon data; and (4) reasonable main- 
tenance on durability test cars used in 
determiniog certification. Only tbe 


clearly in the debate on the Act that he 
envisioned the Congress acting if an 
auto industry shutdown were in sight.’*^ 

The economic consequence of an ap- 
proach geared to stringency, relying on 
relaxation as a safety valve 
A more likely forecast, and one which 
enlightens what influenced the EPA de- 
cision to deny the suspension, was articu- 
lated by George Allen, Deputy Assistant 
Administrator for General Enforcement 
and a member of EPA's Hearing 
Panel:’* 

The problem really comes down to 
this; A decision has to be made next 
month, early next month. If the de- 
cision is to suspend the standards and 
adopt an interim standard . 
and in 1975 it tums out that tech- 
nology exists to meet the statutory 
standard, today’s decision turns out to 
be wrong. 

« * « « * * ■ 

If, on the other hand, a decision is 
made today that tbe standards cannot 
lawfully be suspended, and we go down 
to 1975 and nobody can meet the stand- 
ard, today’s decision was wrong. 

In [the first] case, there is not 
much to do about the wrong decision; 
it was made, many people relied on it ; 
it turns out the standard could have 
been met, but I doubt if we could 
change it. 

In the second case, if a wrong de- 
cision is made, there is probably a 
remedy, a re-application and a recog- 
nition by the agency that it is not 
technically feasible to meet the stand- 
ards. You can correct the one; you 
probably can't correct the other. 

reasouable mamteuance assumption cor- 
responds to actual EPA regulations now 
in effect or proposed. Doe. No. 185, Vol. 

II, at 5-28 to 5-33. 

69. lieCong.Rec. 32,905 (1970). 

70. Estimate provided by Senator Griffin, 
116 Cong.R6c. 32,906 (1970). 

71. 116 Oong.Rec. 32,905 (1970). 

72. Transcript at 2034-2035. 
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Grave problems are presented by the 
assumption that if technical feasibility 
proves to be a “wrong decision’* it can 
be remedied by a relaxation. 

Certain techniques available to the Ad- 
ministrator, through changes in the cer- 
tification procedure, can be used in an 
even handed manner for all three auto 
companies to facilitate compliance with 
the 1975 standards. Already lower lead 
levels in fuel available for 1975 model 
year cars have been prescribed to in- 
crease the efficiency of the catalytic con- 
verter. Similarly certain changes in the 
regulatory system, through allowable 
maintenance and permitted change in 
the catalytic converter, have been made 
by EPA. These techniques work with 
reasonable impartiality as to the various 
auto companies. 

However, a relaxation of standards, 
and promulgation of an interim stand- 
ard, at a later hour — after the base hour 
for “lead time” has been passed, and the 
production sequence set in motion — fore- 
bodes quite different consequences. The 
record before us suggests that there al- 
ready exists a technological gap between 
Ford and General Motors,’* in Ford’s 
favor. General Motors did not make the 
decision to concentrate on what EPA 
found to be the most effective system at 
the time of its decision — the noble metal 
monolithic catalyst. Instead it relied 
principally on testing the base metal 
catalyst, as it« first choice system,’* In 

73. For purposes of a comparison, Chrysler 
18 omitted from this comparison, although 
on the basis of the performance of car 
^333 end its testing of noble metal 
catalysts, Chrysler seems closer in tech- 
nological advancement to Ford than to 
General Motors. See Technical Appendix 
at 17. 

74. Id. at 44. 

75. The data on the efficiency of the Engd- 
bard converter was from converters tested 
principally on Ford vehicles. Id. at 63. 

76. Supplement to Decision at 1. 

77. See also discussion of good faith in Ad- 
ministrator’s Initial Decision at 26, where 
Ford was singled out as the only auto 
company which has developed a close 


predicting that General Motors could 
meet the 1975 standards, EPA employed 
a unique methodological approach. In- 
stead of taking emissions at 4000 miles 
of cars with preferred systems— with 
which none of the General Motors cars 
was equipped-^nd applying against 
this, adjustments for lead levels and de- 
terioration, as had been done in the case 
of Ford and Chrysler, EPA took emis- 
sions at 4000 miles of GM cars which had 
no converters of any kind, and predicted 
how they would function with an Engel- 
hard monolithic catalytic converter, 
based on auto manufacturers' use of this 
device in a number of cars — principally 
Ford’s — ^when testing it for durability.’® 
In his Supplemental Decision the Ad- 
ministrator recognized that this was a 
departure from NAS methodology, stat- 
ing: 

In its Interim Standards Report the 
National Academy recommended a 
methodology for predicting the emis- 
sion levels achievable by manufactur- 
er. This recommended methodology 
is the same methodology that was em- 
ployed in the technical appendix to my 
decision in evaluating the teat results 
of all manufacturers except General 
Motors. (Emphasis added.) 

The case is haunted by the irony that 
what seems to be Ford’s technological 
lead ” may operate to its grievous detri- 
ment, assuming the relaxation-if-neces- 
sary approach voiced by Mr. Allen,’* If 

relationship with a vendor of emission 
control devices, in its case Engelhard. 

78. We are not unaware of 42 II.S.C. § 
1857b-6 which provides under certain 
specified procedures for the mandatory 
licensing of patents on pollution control 
devices to obviate competitive advantages. 

It provides : 

Whenever the Attorney General deter- 
mines, upon application of the Admin- 
istrator — 

(t) that— 

(A) in the implementation of the re- 
quirements of section 1857c-6, 1867c— 7, 
or 1857f-l of this title, a right under 
any United States letters patent, which 
is being used or intended for public 
or commercial use and not otherwise 
reasonably available, is necessary to en- 
able any person required to comply with 
such limitation to so comply, and 
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in 1974, when certification of production 
vehicles begins, any one of the three 
major companies cannot meet the 1976 
standards, it is a likelihood that stand- 
ards will be set to permit the higher level 
of emission control achievable by the 
laggard. This will be the case whether 
or not the leader has or has not achieved 
compliance with the 1976 standards. 
Even if the relaxation is later made in- 
dustry-wide, the Government’s action, in 
first imposing a standard not generally 
achievable and then relaxing it, is likely 
to be detrimental to the leader who has 
tooled up to meet a higher standard than 
will ultimately be required. 

In some contexts high achievement be- 
stows the advantage that rightly belongs 
to the leader, of high quality. In this 
context before us, however, the high 
achievement in emission control results, 
under systems presently available, in 
lessened car performance — an inverse 
correlation. The competitive disadvan- 
tage to the ecological leader presents a 
forbidding outcome — if the initial as- 
sumption of feasibility is not validated, 
and there is subsequent relaxation — for 
which we see no remedy,*^ 

(B) there are no reasonable alterna- 
tive methods to accomplish such pur- 
pose, and 

(2) that the unavailability of such right 
may result in a substantial lessening of 
competition or tendency to create a 
monopoly in any line of commerce in 
any section of the country, 
the Attorney General may so certify to 
a district court of the United States, 
which may issue an order requiring the 
person wbo owns such patent to license 
it on such reasonable terms and condi- 
tions as the court, after hearing, may 
determine. Such certification may be 
made to the district court for the district 
in which the person owning tbe patent 
resides, does business, or is found. 

No application has, however, been made 
by the Administrator, presumably because 
his methodology predicts all three manu- 
facturers can meet the 1975 standards. 
Moreover, there is no evidence on the 
record to show that converters will per- 
form equally well on different vehicles. 
This option may be effectively foreclosed 
as the lead time for production is ap- 


C. Light Weight Trucks 

We now take up the serious contention 
of International Harvester (IH) that the 
EPA decision effectively rules out the 
production of 1975 model year IH light 
weight trucks and multi-purpose passen- 
ger vehicles (MPVs). This requires us 
to focus on the Administrator’s concep- 
tion that the 1970 Clean Air Act en- 
visioned restricting production of vehi- 
cles to that necessary to fill "basic de- 
mand.” 

The Administrator does not dispute 
International Harvester’s claim that it 
will not be able to produce the vehicles 
in question, and indeed the limited test- 
ing of one of its MPVs showed, even as 
evaluated by EPA methodology, that 
such standards could not be achieved.^' 
Yet a suspension was not granted, pre- 
sumably for the reasons advanced by 
EPA to this court, that International 
Harvester was "required to alter the per- 
formance characteristics of its vehicles 
in the interest of meeting the 1975 emis- 
sion standards.”*^ The inability of IH 
vehicles to meet the standards seems ac- 
countable by the uses to which they are 

preached, at which point tbe compamea 
will be committed to their own in- 
dividually developed systems. 

79. One could imagine some form of regula- 
tion through interim standards, whereby 
the laggard could be deprived of an ex- 
pected windfall, through requiring some 
percentage of bis vehicles to meet a stand- 
ard which can only be met by the leader ; 
but this form of economic regulation 
does not seem contemplated by Congress 
and would be subject to innumerable 
regulatory problems. Congressional in- 
demnities might present a possibility. Ob- 
viously neither possibility could reason- 
ably be taken into account as a basis for 
decision. 

60. Decision at 9-10. 

81. Bee Technical Appendix at 69-60. 

82. (1) Brief of Respondent at 37. (Re- 
spondents submitted two briefs to this 
court, one responsive only to the petition 
of International Harvester in case No. 
72-1517, the other responsive to all four 
petitioners. For reference the former is 
denoted as (1), the latter as (2).) 
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put, hauling large loads or towing heavy 
trailers. To serve this purpose vehicles 
must be designed with higher than nor- 
mal axle ratios, thus requiring greater 
power from the engine and producing 
higher exhaust gas temperatures in or- 
der to attain any given speed.*^ There- 
fore, for all practical purposes a redesign 
of performance characteristics will pre- 
clude the present uses to w;hich IH ve- 
hicles are put. 

The Administrator, nonetheless, takes 
the position that International Harvester 
can be denied a suspension because he 
has found that *‘new car demand’* will be 
satisfied by the production of the major 
auto companies, and thus apparently 
posits that the absence from the 1975 
market of a:ll light weight trucks and 
MPVs is fully consistent with the Act. 
We cannot agree. 

[15, 16] Section 202(b)(1) of the 
Act applies its drastic standards to 1975 
models of “light duty vehicles.” It is 
our view that the legislative history re- 
veals this term to mean “passenger cars.” 
In the Report of the Senate Committee 
on Public Works on S.4358,** the Com- 
mittee clearly distinguished between the 
automobile, which must “meet a rigid 
timetable and a high degree of emission 
control compliance,” and other vehicles, 
such as “trucks and buses and other com- 
mercial vehicles,” which are governed by 
a different authority to promulgate 
standards. At another point of the Sen- 
ate Report, the legislative use of the 
term light duty vehicles, as interchange- 

83. Brief of IH at 24-25. Also see Tran- 
script at 1167 et seq. 

84. S.Rep. No. 91-1106, Olat Cong., 2d 
Seas. 23 (1970). 

85. Id. at 24. 

66. See, e. g., 116 Cong.Hec. 42,883 

(Senator Muskie) ; 116 . Gong.Rec. 

^,921-22 (Senator Baker) (standards 
envisioned to be for automobiles). 

87. EPA points out that prior regulation 
under the Clean Air Act in June 1968 had 
defined light duty vehicles as motor 
vehicles “designed for transportation of 
persona or property on a street or high- 


able with passenger cars, is made even 
more clear: ^ 

The authority provided in section 202 
(a) would continue to be available 
to the [Administrator] to establish 
standards for light duty motor vehi- 
cles (passenger cars) during the peri- 
od prior to and following the effective 
date of the standards established by 
subsection (b). 

References abound in Congressional de- 
bate to the same effect,*® This kind of 
legislative intent must be given priority, 
in interpreting this law, over any pre- 
sumption of continuance of prior ad- 
ministrative definitions of this term *’ 
or to the policy of upholding reasonable 
interpretations of statutes by adminis- 
trative agencies ** in the absence of oth- 
er discernible legislative intent. Volks- 
wagenwerk v. FMC, 390 U.S. 261, 272, 
88 S.Ct. 929, 19 L.Ed.2d 1090 (1967); 
Greater Boston Television Corp. v, PCC 
(I), 143 U.S.App.D.C. 383, 392, 444 P.2d 
841, 850, cert, denied, 403 U.S. 923, 91 
S.a. 2229, 29 L.Ed.2d 701 (1971). 

For the above reasons we cannot sus- 
tain the definition of “Light duty ve- 
hicle” as : •* 

any motor vehicle either designed pri- 
marily for transportation of property 
and rated at 6,000 pounds GVW or 
less or designed primarily for trans- 
portation of persons and having a ca- 
pacity of 12 persona or less 

to the extent that it includes light weight 
trucks in the category that must meet 
the drastic emission reduction standards 

way and weighing 6,000 pounds GVW 
or less” 33 Fed.Reg, 8305 (1908), but this 
cannot be conclusive, given the legislative 
intent to the contrary. Moreover, the 
prior regulation did not have the effect of 
eliminating IH vehicles from the market 
because the emission standards were with- 
in the reach of heavier vehicles at that 
time. 

68. The policies behind the decision in Udall 
T. TaUman, 380 U.S. 1, 85 S.Ct. 792, 13 
L.Ed.2d 616 (1965) are thus inapplica- 
ble. 

89. 36 Fed.Reg. 22,448 (1971). 
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set for 1975 models. These light weight 
trucks will be governed by the standards 
duly promulgated by EPA for “trucks 
and buses and other commercial vehi- 
cles.” 

[17] This is not to say that the mod- 
ification of the “light duty vehicles” def- 
inition must exclude MPVs, which large- 
ly overlap in their usage with passenger 
cars. We merely hold the present regu- 
lation contrary to legislative intent. We 
have jurisdiction to decide this issue, 
even though the reasonableness of the 
regulation could be challenged in a sepa- 
rate proceeding in the District Court,®® 
because the validity of the regulation is 
a premise of the refusal to grant suspen- 
sion. “It would be an empty and useless 
thing to review an order . . . based 

on a regulation the validity of which 
might be subsequently nullified.” Doe 
v. Civil Aeronautics Board, 356 F.2d 
699,701 (10th Cir, 1966). 

We decline the proposal of Interna- 
tional Harvester, therefore, that only its 
vehicles be granted a suspension. Light 
weight trucks of other manufacturers, 
such as Ford, equally demonstrated an 
inability to comply with the 1975 stand- 
ards.®^ Under the view taken here, the 
light weight, trucks of all manufacturers 
are properly, exempted from the scope 
of “light duty vehicles,” This comports 
with competitive as well as statutory 
considerations, as the Administrator's 
own brief delineates: 

If International Harvester is granted 
a suspension, it should be able to sell 
its vehicles at a lower cost than com- 
petitors who met the standards. This 
is so because International Harvester’s 
1975 models would not include expen- 
sive catalytic devices to control emis- 
sions. Also the Company's vehicles 
would probably perform better for the 
same reason. Thus, if suspension is 
granted, it is likely that International 
Harvester will gain a substantial com- 

90. See 42 U.S.C. 8 1857h-5(b) (1). 

91. See e. g.. Technical Appendix at 33- 
43 where no pradictions as to conformity 
were made for any Ford trucks. 


petitive advantage over manufacturers 
who sacrificed the performance of 
their vehicles, and perhaps profits, 
in order to comply with the 1975 
standards. 

Assuming light duty vehicles are de- 
fined by EPA to include MPVs a ques- 
tion may arise whether they are entitled 
to a one-year suspension, for lack of 
feasibility, even though passenger vehi- 
cles generally should be denied a suspen- 
sion. We shall not consider this ques- 
tion unless and until EPA has had an 
opportunity to address itself to the prob- 
lems in the light of our opinion herein. 

D. The Issue of Feasibility Suffu 
__cient for Basie Auto Demand 
[18] The foregoing conclusion is not 
to be misunderstood as amounting to an 
acceptance of another “basic demand” 
contention raised by the auto manufac- 
turers. We are inclined to agree with 
the Administrator that as long as feasi- 
ble technology permits the demand for 
new passenger automobiles to be gen- 
erally met, the basic requirements of the 
Act would be satisfied, even though this 
might occasion fewer models and a more 
limited choice of engine types. The driv- 
ing -preferences of hot rodders are not 
to outweigh the goal of a clean environ- 
ment. 

[19, 20] A difficult problem is posed 
by the companies' contention that the 
production and major retooling capacity 
does not exist to shift production from a 
large number of previous models and en- 
gine types to those capable Of complying 
with the 1975 standards and meeting the 
demand for new cars. The Administra- 
tor made no finding as to this problem. 
We believe the statute requires such a 
finding, explaining how the Adminis- 
trator estimates “basic demand” and how 
his definition conforms to the statutory 
objective. The emission standards set 
for 1976 cannot be breached, since they 

92. (1) Brief of Respondent at 44. 
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represent an absolute judgment of Con- 
gress. But as to the decision on a one- 
year suspension, and the underlying is- 
sue of technological feasibility, Congress 
intended, we thinks that the Adminis- 
trator should take into account such “de- 
mand” considerations. 

A significant decrease in auto produc- 
tion will have a major economic impact 
on labor and suppliers to the companies. 
We have no reason to believe that “effec- 
tive technology” did not comport within 
its meaning sufficient technology to meet 
a basic level of consumer demand. 

E. Balancing of Risks 

[21] This case inevitably presents, to 
the court as to the Administrator, the 
need for a perspective on the suspension 
that is informed by an analysis which 
balances the coats of a “wrong decision” 
on feasibility against the gains of a cor- 
rect one. These costs include the risks of 
grave maladjustments for the technolog- 
ical leader from the eleventh-hour grant 
of a suspension, and the impact on jobs 
and the economy from a decision which 
is only partially accurate, allowing com- 
panies to produce cars but at a signifi- 
cantly reduced level of output. Against 
this must be weighed the environmental 
savings from denial of suspension. The 
record indicates that these will be rela- 
tively modest. There is also the possi- 
bility that failure to grant a suspension 
may be counter-productive to the en- 
vironment, if there is significant decline 
in performance characteristics. 

[22] Another consideration is pres- 
ent, that the real cost to granting a sus- 
pension arises from the symbolic com- 
promise with the goal of a clean environ- 
ment. We emphasize that our view of a 
one year suspension, and the intent of 
Congress as to a one year suspension, is 
in no sense to be taken as any support 
for further suspensions. This would 
plainly be contrary to the intent of Con- 

93. Permian Basin Area Rate Cases, S90 

U.S. 747, 781, 88 S.Ct. 1844, 20 L.Ed.2d 

312 (1968) ; WAIT Radio v. FCC, 135 

47B F.2<J— 41 


gress to set an absolute standard in 1976. 
On the contrary, we view the impera- 
tive of the Congressional requirement as 
to the significant improvement that must 
be wrought no later than 1976, as inter- 
related with the provision for one-year 
suspension. The flexibility in the stat- 
ute provided by the availability of a one- 
year suspension only strengthens the im- 
pact of the absolute standard. Consid- 
erations of fairness will support compre- 
hensive and firm, even drastic, regu- 
lations, provided a “safety valve” is 
also provided — ordinarily a provision 
for waiver, exception or adjustment, in 
this case a provision for suspension.®* 
“The limited safety valve permits a more 
rigorous adherence to an effective regu- 
lation.” WAIT Radio v. FCC, supra, 
135 U.S.App.D.C. at 323, 418 F.2d at 
1169. To hold the safety valve too rigid- 
ly is to interfere with the relief that was 
contemplated as an integral part of the 
firmness of the overall, enduring pro- 
gram. 

We approach the question of the bur- 
den of proof on the auto companies with 
the previous considerations before us. 

IV. THE REQUIRED SHOWING ON 
“AVAILABLE TECHNOLOGY” 

[23] It is with utmost diffidence 
that we approach our assignment to re- 
view the Administrator's decision on 
“available technology.” The legal is- 
sues are intermeshed with technical mat- 
ters, and as yet judges have no scientific 
aides. Our diffidence is rooted in the 
underlying technical complexities, and 
remains even when we take into account 
that ours is a judicial review, and not a 
technical or policy redetermination, our 
review is channeled by a salutary re- 
straint, and deference to the expertise of 
an agency that provides reasoned anal- 
ysis, Nevertheless we must proceed to 
the task of judicial review assigned by 
Congress. 

U.SJlpp.D.0. 317, 321. 418 F2d 1163, 

1157 (1969) and caees cited. 
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The Act makes suspension dependent 
on the Administrator’s determination 
that: 

the applicant has established that ef- 
fective control technology, processes, 
operating methods, or other alterna- 
tives are not available or have not been 
available for a sufficient period of 
time to achieve compliance prior to 
the effective data of such standards 


A. Requirement of Observed Data 
From Manufacturers 

[24] Clearly this requires that the 
applicants come forward with data which 
showed that they could not comply with 
the contemplated standards. The normal 
rules place such a burden on the party 
in control of the relevant information.^ 
It wsls the auto companies who were in 
possession of the data about emission 
performance of their cars. 

The submission of the auto companies 
unquestionably showed that no car had 
actually been driven 60,000 miles and 
achieved conformity of emissions to the 
1975 standards. The Administrator’s po- 
sition is that on the basis of the meth- 
odology outlined, he can predict that the 
auto companies can meet the standards, 
and that the ability to make a predic- 
'tion saying the companies can comply 
means that the petitioners have failed 
to sustain their burden of proof that 
they cannot comply. 

B. Requisite Reliability of Method- 
ology Relied on by EPA To Pre- 
diet Feasibility Notwthstanding 
Lack of Actual Experience 

[25] We agree with the Administra- 
tor’s proposition in general. Its validi- 
ty as applied to this case rests on the 
reliability of his prediction, and the na- 
ture of his assumptions. One must dis- 
tinguish between prediction and prophe- 

94. IX Wigmore, On Evidence | 2486 (3d 
ed. 1940). 

95. The fact that a preponderance of evi- 
dence standard was originally in Senate 


cy. /See EDF v. Ruckelshaus, 142 U.S. 
App.D.C. 74, 89. 439 F.2d 684, 697 
(1971). In a matter of this importance, 
the predictor must make a showing of 
reliability of the methodology of predic- 
tion, when that is being relied on to 
overcome this "adverse" actual test data 
of the auto companies. The statute does 
not contemplate use of a "crystal ball." 
See National Resources Defense Council, 
Inc. V. Morton, 148 U.S.App.D.C. 6, 16, 
468 F.2d 827, 837 (1972). 

[26] The Administrator, however, 
raises a different issue by contending 
that the companies, wholly aside from 
his methodology, did not submit suffi- 
cient evidence to enable him to make the 
required determination as to "available 
technology." This goes to the standard 
rather than the burden of proof, and 
comes close to adoption of “beyond a 
reasonable doubt" as the required .show- 
ing. Aside from a possible finding of 
bad faith, which the Administrator spe- 
cifically eschews making, this position 
cannot stand. The companies came for- 
ward with all the data that there was 
to be had, and the Administrator did not 
specifically ask for more. Additionally, 
our perspective on the interests further- 
ed by a sound EPA decision, and jeopar- 
dized by a "wrong decision," are materi- 
al to the issue of standard of proof. 
This is a situation where, as we have 
stated, the risks of an erroneous denial 
of suspension outweigh the risks of an 
erroneous grant. On the issue of bur- 
den of proof, the standard adopted must 
take into account the nature and conse- 
quences of risk of error. See In re Win- 
ship. 397 U.S. 358, 371-372, 90 S.Ct. 
1068, 25 L.Ed.2d 368 (1970) (Mr. Jus- 
tice Harlan, concurring) ; U. S. v. 

Brown, 166 U.S.App.D.C. , 478 F.2d 

606 (1973). This view of the standard 
of proof dictates the standard normally 
adopted in civil matters, a preponder- 
ance of the evidence.®* 

Bill 4358, but deleted in Conference, 

offers no basis for an opposite conclusion. 

No affirmative indication exists that 

Congress wanted a higher standard and 

the Conference delegation may simply 




69 


INTERNATIONAL HARVESTER COMPANY v. RUCKELSEAUS 643 

Cite as 478 FAI 616 (1973) 


• Our approach relates considerations of 
ecological and economic costa, dealt with 
above, to the legal issue of burden and 
standard of proof. Nominally the stat- 
ute, in § 202(b)(5)(D), sets forth sepa- 
rate criteria as to “public interest,” in 
clause (i), and “available technology” 
in clause (iii). But the assignment of 
the burden and standard of proof on 
“available technology” inescapably in- 
volves many of the same considerations 
as those involved in a “public intere^” 
determination, and it would have been 
helpful to this court if the Administra- 
tor had expressly commented on the pub- 
lic interest in this connection. 

[27] The underlying issue is the rea- 
^nableness and reliability of the Admin- 
istrator’s methodology, for it alone off- 
sets the data adduced by petitioners in 
support of suspension. It is the Ad- 
ministrator who must bear the burden 
on this matter, because the development 
and use of the methodology are attribut- 
able to his knowledge and expertise. 
When certain material “lies particularly 
within the knowledge” of a party he is 
ordinarily assigned the burden of adduc- 
ing the pertinent information.” This 
assignment of burden to a party is fully 
appropriate when the other party is con- 
fronted with the of ten-formidable task 
of establishing a "negative averment.” 
United States v. Denver & R.G.R. Co., 
191 U.S. 84, 92, 24 S.Ct. 33, 48 L.Ed. 106 
(1903). In the context of this proceed- 
ing, this requires that EPA bear a bur- 
den of adducing a reasoned presentation 
supporting the reliability of its method- 
olo^. 

have been intended to eliminate a require- 
ment which is mere eurpluBage in the 
civil litigation context. Bee S. 4358, 
91flt Cong., 2d Sess., printed in S.Bep. No. 
91-1196, 9lBt 0>ng., 2d Seas. 103 (1970), 

§ 202(b) (4) (C)(iu). See, aUo Con- 
ference Report, H.R.Rep. No. 91-1783, 
91st Cong., 2d Sess. 48-49 (1970), U.S. 
Code Cong. & Admin.News, 1070, p. 
6374. 


C. Analysis of EPA Assumptions 

The multiple assumptions used by the 
Administrator in making his prediction 

are subject to serious doubts. 

The basic formula used to make the 
prediction that each of the manufac- 
turers could meet the .1975 standards 
was based on 1976 certification require- 
ments, so that in part it paralleled test- 
ing procedures which would be used in 
1976 to certify automobiles for sale.; The 
formula is : 

50,000 mile _ 4000 mile ^ deterlgration 
emissions “ emissions factor 

Four kinds of assumptions were used in 
making the 60,000 mile emission predic- 
tion: (1) regulatory, (2) engineering 
or scientific, (3) techniques of applica- 
tion of basic formula to particular com- 
panies, and (4) statistical reliability of 
the final prediction. 

1. Regulatory assumptions 

First, EPA assumed that certain types 
of maintenance would have to be per- 
formed on 1975 model year cars, if its 
60,000 miles emission predictions were to 
be meaningful. Subsequent to the issue 
of its Technical Appendix, a Proposed 
Rule Making formulated these require- 
ments as part of 1975 certification pro- 
cedure.” This assumption was neces- 
sary because much of the data supplied 
by the companies was obtained from cars 
that were under rigid controls during 
testing.” The problem with such main- 
tenance assumptions is whether the ordi- 
nary driver will actually pay for this 
kind of maintenance just to reduce the 

96. Compare Commonwealth of Puerto Rico 

V. FMC, 162 U.S.App-D.C. 28, 468 P.2d 
872 (1972). 

97. Technical Appendix at 3. 

9B. Bee note 26 supra. 

99. Car # 333, used as the basis for tte 
Chrysler prediction, is the outstanding 
example. Bee Transcript at 2096-2107 ; 
JA 1331, Doc. 143. 
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emission levels of his automobile. It is 
one thing to build maintenance into the 
1975 certification procedure, when fleet 
samples are durability tested. It is an- 
other to posit that such standards will 
be maintained, or are reasonably likely 
to be maintained, by consumers. A hard 
question is raised by the use of a meth- 
odological assumption without evidence 
that it will correspond to reality, or a 
reasonable and forthright prediction 
based on expertise. 

Secondly, the predicted emission level 
assumes that there will be one total re- 
placement of the catalytic converter at 
some time after 25,000 miles. This en- 
tered into the formula as an adjustment 
to the predicted deterioration factor.i^ 
The critical question is how much will 
the one replacement reduce emissions 
otherwise obtainable by use of a single 
catalyst. This relationship had to be as- 
sumed because manufacturers had not 
used catalytic converter replacements in 
their testing. The Administrator admit- 
ted that this factor was imprecise.^®' 
Yet, in the case of General Motors, the 
use of the assumed value of this factor 
was critical in allowing the Administra- 
tor to make a 50,000 mile emission pre- 
diction under the 1975 standards. 

, The third regulatory assumption re- 
lates to the average lead level which will 
exist in gasoline available for 1975 model 
year cars. Lead levels in gasoline con- 
tribute to the levels of HC and CO both 
in terms of normal emission control 
achievable (the 4000 mile emission) and 
to the deterioration in emissions over 
time (deterioration factor). Thus, in 
the case of the Chrysler car used to pre- 
dict conformity with the 1975 standards, 
a .03 lead in gasoline produced 4000 mile 

100. Technical Appendix at 10. 

101. Thia statement was made in the con- 
text of the application of this assumption 
to predicting the conformity of General 
Motors with prescribed standards. Tech- 
nical Appendix at 47. 


emissions of .27 grams HC and 1.51 CO, 
whereas a .05 level of lead resulted in .29 
and 1.66 grams respectively. Similarly 
.03 lead produced a corrected deteriora- 
tion factor of .67 HC and 1.5 CO, where- 
as a .05 level produced .73 HC and 1.65 
CO.*®» 

On December 27, 1972, a regulation 
was promulgated “designed to assure 
general availability by July 1, 1974, of 
suitable gasolines containing no more 
than .05 grams per gallon of lead. 
. . It was the assumption of 

the Administrator that the .05 maximum 
would result in gas containing on the 
average .03 grams per gallon of lead. 
The discrepancy between the maximum 
and average is accounted for by the con- 
tamination of lead free gasoline from its 
point of production to its marketing out- 
let. Thus EPA will allow a maximum 
of .05 but anticipates that on the average 
fuel will be at .03. This assumption is, 
however, subject to testimony in the rec- 
ord indicating a difference between com- 
panies in their ability to achieve gasoline 
with a low lead level complying with the 
proposed regulation. Amoco said that 
its proposal for a .07 maximum “should 
result in effective lead levels of .02 to 
.03 grams of lead per gallon.” Tex- 
aco did not think it could deliver gas to 
service stations at a lead level below 
.07.*®® We cannot resolve whether a 
differential ability really exists,' but we 
also have no refinement and resolution 
by the EPA (as distinguished from the 
briefs of its counsel). We do not say 
this matter is a critical defect; still it 
leaves a residue of uncertainty that be- 
clouds the EPA assumption of a .03 
average, needed in its methodology to 
predict conformity with the 1975 stand- 
ards. 

102. Td. et 51. 

103. Id. at 22. 

104. Supplement to Decision at 2. 

105. Latter,, B. J. Yarrington, Amoco, to 
EPA, May 0, 1072. at 2, JA at 1539. 

loe. JA at 1704-1705. 
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2. E'nptnecTiuflf and scientific as- 
sumptions 

Engineering or scientific assumptions 
are made in predicting 4000 mile emis- 
sions and deterioration factort, and we 
shall give separate consideration to each 
independent variable. 

a. The 4000 mile emission factor 
The use of 4000 mile emissions as a 
starting point is based oh certification 
procedures.^®^ No challenge has been 
made to this mileage as a base point, 
largely because it appears that at this 
mileage the engine is broken in and emis- 
sion levels are relatively stabilized.^®* 
EPA decided to adjust raw data sup- 
plied, at least in the case of Ford and 
Chrysler, of emissions at 4000 miles to 
take account of a “Lead Adjustment 
Factor.” This was done because in 
most cases emissions data reflected fuels 
with a close to zero lead level which had 
been used by the manufacturers in their 
testing programs. 

Lead adjustment factor 

This Lead Adjustment Factor was cal- 
culated using only Ford cars, but the 
value of the factor was assumed to be 
the same in adjusting Chrysler 4000 mile 
emissions with this factor.^^® The cars 
had been tested with a dynamometer, a 
type of test equipment used for labora- 

107. See note 24 «upf7i. 

108. Joint Supplement to Briefs of Peti- 
tioners General Motors Corporation, 
Chrysler Corporation, and Ford Motor 
Cqppany at 8. 

1 09. Technical Appendix at 22 (Chrysler) ; 
at 36 (Ford). 

no. 7i. at 6. 

III. The parties are apparently agreed that 
it would be to the advantage of the com- 
panies to take fewer hours than 200 on 
the dynamometer to represent 40(X) mile j 
emissions, presumably on the assiunption , 
that this will mean that emissions would 
he higher. This is not readily apparent to 
the court, given its limited understanding, 
from the graphs or equations provided 
in the Technical Appendix, at 5-6, 11-12, 


tory testing of an engine. A measure- 
ment of the efficiency of the catalytic 
converter at the 4000 mile mark was the 
critical value which had to be obtained 
from the dynamometer since this would 
indicate what the proper lead adjustment 
factor would be.'*' 

EPA assumed that 200 hours on the 
dynamometer corresponded to 4000 miles 
usage, based on a critical and contested 
EPA assumption that the tests were 
conducted at 1000 RPM. Petitioners 
claim that the high temperature readings 
on the dynamometer reflect a higher 
RPM, and hence that a testing below 200 
hours corresponded to 4000 miles of use. 
EPA disputes the steps in that chain of 
reasoning, and argues that a higher tem- 
perature may be attributable not to a 
RPM in excess of 1000, but to a heavy 
load on the vehicle, and in the alternative 
contends that even if there was a RPM 
greater than 1000, the speed may not 
have increased, due to a shift in gear. 

[28] The cause of higher than ex- 
pected temperature readings cannot be 
ascertained from the record, and we are 
left with the alternative contentions of 
the parties. It is up to EPA, however, 
to support its methodology as reliable, 
and this requires more than reliance on 
the unknown, either by speculation, or 
mere shifting back of the burden of 
proof."* 

18, 34. If this were a critical issue it 
might be necessary to arrange further 
submission on this point, but since it 
relates to one of many problems with 
EPA methodology we do not deem it 
necessary. A lacuna in judicial under- 
standing is to some extent inescapable in 
matters of such technical difficulty, and 
here it does not seem critical for the 
court to refine this particular problem. 

112. A scientific paper was cited by peti- 
tioners to establish that RPM was in fact 
1750, JA 1616. Apparently this was not 
in the record made before EPA. In any 
event, we do not discern how this paper 
supports the claim made, though we are 
aware that this statement may merely 
reflect the court’s lack of scientific 
understanding. . 
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b. DeterioraXion factor 

Methodological problems also existed 
with the calculation of the deterioration 
factor, which took account of possible 
deterioration in emission quality from 
4000 miles to 60,000 miles. Different 
questions arose as to the calculation of 
this factor for Ford and Chrysler. 

In the case of Ford, the Administrator 
predicted that emissions would improve 
from 4000 to 50,000 miles, and arrived 
at a deterioration factor of leas than 1.**® 
He calculated average deterioration fac- 
tors for Ford vehicles of .80 HC and .83 
CO. This is to be compared with a de- 
terioration factor of 2.6 used by NAS.^*^ 
The Administrator never explained why 
there should be ho deterioration. Nor 
does EPA explain how this result can be 
squared with other data on Ford catalyst 
efficiencies, which was used in the case 
of the General Motors prediction, show- 
ing 50,000 mile catalyst efficiencies 
ranging from 21% to 63% for HC and 
47% to 72% for CO.“» 

In the case of Chrysler, the deteriora- 
tion factor was also calculated to be less 
than 1, but this figure was only arrived 
at after eliminating some data, points 
from the emission measurement on the 
tested car #333, due to what EPA 
claimed were unrepresentative points re- 
sulting from non-catalyst malfunc- 
tions.''® Although it may be, as EPA 
argues here, that including the data 
points would still produce predicted 60,- 
000 emission levels in conformity with 
the 1975 standard, the fact remains that 
these data points were removed. More- 
over, it is not apparent why one should 
ignore malfunctions of a car which con- 
tribute to high emissions, even if they 
are not malfunctions of the converter. 

1 13. Techoical Appendix at 34. 

1 14. Interim Standards Report at 8. 

115. JAat 957, Doc. 135. 

1 16. Technical Appendix at IT. 

(17. EPA merely responds to the testi- 
mony by statinx that it was anaccom- 

panied by data, but offers no expert 

opinion which indicates that such a re- 


Malfunctions of cars occur to some de- 
gree, and cars operating in 1976 will un- 
doubtedly be subject to them. 

Lead adjustment factor 

A lead adjustment factor is applied to 
the deterioration factor, as well as to 
4000 mile emissions. EPA estimated on 
the basis of the questionable Ford dyna- 
mometer data, that lead levels had no ob- 
servable effect, which was contrary to 
industry testimony on the subject."? 
The Administrator evidently had doubts 
as to the dependability of these re- 
sults as well, and therefore assumed a 
10% factor for lead adjustment."® No 
explanation is given of the origins of 
this 10% figure. If the willingness to 
take some factor evidences distrust in 
the data, the question then becomes 
whether 10% is enough. 

3. EPA methodology for General Mo- 
tors 

In the case of General Motors an en- 
tirely different methodology from that 
used for Ford and Chrysler was em- 
ployed. This was adopted due to limit- 
ed testing by GM of noble metal cata- 
lysts. 

The methodology was to take the raw 
emission values produced by a GM car 
prior to catalyst treatment of any kind 
multiplied by a factor representing the 
efficiency of the catalyst, i. e., the per- 
centage of a given pollutant that the 
catalyst converts to harmless vapor, in 
order to obtain the projected overall 
emission performance at 60,000 miles."® 
These methods of calculation were de- 
veloped by the Administrator and were 
not used by NAS in their evaluation.?*® 

lationship doea not exist. (2) Brief of 
Respondent, App. A and B at 24, n. 35. 

1 18. Technical Appendix at 7. 

\ 19, Id. at 3, 44-55. 

120. No mention of this possible methodo- 
logy is mentioned in the NAS Interim 
Report, and the Administrator admits 
this in Supplement to Decision at 1. 

See text at note 76. 
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The catalyst efficiency data were taken 
from Engelhard converters used princi- 
pally on Ford cars and applied against 
the raw emissions of a General Motors 
engine. This assumed, with no explana- 
tion of the validity of such an assump- 
tion, that Engelhard catalysts will func- 
tion as efficiently in General Motors cars 
as in those of Ford. A prediction was 
made on the basis of a hypothetical case. 
One cannot help be troubled by the adop- 
tion of this technique for General Mo- 
tors. It was apparently recognized as at 
best a second best approach, in terms of 
the reliability of the prediction, or the 
same catalyst efficiency procedure would 
also have been used for Ford and Chrys- 
ler, 

4. Statistical reliability of assum.'p- 
tions 

In this case the Administrator is nec- 
essarily making a prediction. No tests 
exist on whether this prediction is or is 
not i^liable. It would, therefore, seem 
incumbent on the Administrator to es- 
timate the possible degree of error in his 
prediction. The NAS, for example, said 
that the data of the manufacturers were 
subject to ± 20-30% margin of error.«i 
and this is separate from any margin of 
error that may be due to the various as- 
sumptions made by the Administrator. 
It is not decisive to say, as EPA argues 
in its brief, that this is just a matter of 
quality control in production. The first 
issue is whether the automobile built 
with rigid adherence to specifications 
will perform as predicted. The issue of 
quality control, whether cars will indeed 
be built in accordance with specifications, 
raises a separate and additional problem. 

121. Interim Standards Report at 7. 

122. Technical Appendix at 41 (Ford 351 
C) ; at 22 (Chrysler car 333) ; at 61 
(General Motors engine 4B6/fnll size). 

123. Interim Standards Report at 8. RPA. 
moreover, offers no explanation as to 
whether there were “best system” cars be- 
sides those included In the Appendix 
which did not meet the standards, and 
why one should not be concerned about the 


The possibility of error must take into 
account that only 1 Ford car, 1 Chrysler 
car, and 1 hypothetical General Motors 
car form the foundation for predicted 
conformity with the 1975 standard.*** 
The Administrator would say that it is 
enough to validate the principle of the 
electric light bulb if only one is seen at 
work. But we do not yet have one that 
hfw worked; instead we have four pre- 
dictions. Questions like these arise : 

(1) For how many different types of en- 
gine will these predictions be valid? 

(2) Does it make a difference that the 
tested cars were experimental and driven 
under the most controlled conditions? 
The best car analysis of EPA raises even 
further doubts when considered along- 
side the NAS Report which used 55 ve- 
hicles in arriving at its recommended 
interim standard.*** 

V. CONCLUSION AND 
DISPOSITION 

[29] We may sensibly begin our con- 
clusion with a statement of diffidence.*** 
It is not without diffidence that a court 
undertakes to probe even partly into 
technical matters of the complexity of 
those covered in this opinion. It is with 
even more diffidence that a court con- 
cludes that the law, as judicially con- 
strued, requires a different approach 
from that taken by an official or agency 
with technical expertise. Yet this is an 
inescapable aspect of the judicial condi- 
tion, though we stay mindful of the over- 
arching consideration that a court’s role 
on judicial review embraces that of a 
constructive cooperation with the agency 
involved in furtherance of the public in- 
terest.*** 

fact that the “best system” care which are 
in the Technical Appendix, other than • 
those cited in note 103, supra, do not meet 
the standard. 

124. Compare Blair v. Freeman, 125 U.S. 
App-D.C. 207. 210, 370 F.2d 229, 232 
(1966). 

t25. Morgan v. United States, 304 U.S. 1, 

58 S.Ct. 999, 82 L.Ed. 1129 (1938) ; 
Greater Boston TV v. FCC (I), supra. 
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A court does not depart from its prop- 
er function when it undertakes a study 
of the record, hopefully perceptive, 
even as to the evidence on technical 
and specialized matters, for this en- 
ables the court to penetrate to the un- 
derlying decisions of the agency, to 
satisfy itself that the agency has ex- 
ercised a reasoned discretion, with 
reasons that do not deviate from or 
ignore the ascertainable legislative 
intent.**® 

[30] In this case technical issues 
permeate the "available technology" de- 
termination which the Administrator 
made the focal point of his decision. In 
approaching our judicial task we con- 
clude that the requirement of a “rea- 
soned decision" by the Environmental 
Protection Agency means, in present con- 
text, a reasoned presentation of the re- 
liability of a prediction and methodology 
that is relied upon to overcome a conclu- 
sion, of lack of available technology, sup- 
ported prima faciely by the only actual 
and observed data available, the manu- 
facturers’ testing. 

[31] The number of unexplained as- 
sumptions used by the Administrator, 
the variance in methodology from that 
of the Report of the National Academy 
of Sciences, and the absence of an indi- 
cation of the statistical reliability of the 
prediction, combine to generate grave 
doubts as to whether technology is avail- 
able to meet the 1976 statutory stand- 
ards, We say this, incidentally, without 
implying or intending any acceptance 
of petitioners’ substitute assumptions. 
These grave doubts have a legal conse- 
quence. This is customarily couched, by 
legal convention, in terms of "burden of 
proof.” We visualize the problem in less 
structured terms although the underly- 
ing considerations, relating to risk of er- 
ror, are related. As we see it the issue 
must be viewed as one of legislative in- 
tent. And since there is neither express 

1 26. Greater Boston TV v. FCC, supra, 143 
U.S.App.b.C. at 392; 444 F.2d at 850. 


wording or legislative history on the pre- 
cise issue, the intent must be imputed. 
The court must seek to discern and re- 
construct what the legislature that en- 
acted^ the statute would have contem- 
plated for the court’s action if it could 
have been able to foresee the precise 
situation.**’* It is in this perspective 
that we have not flinched from our dis- 
cussion of the economic and ecological 
risks inherent in a "wrong decision" by 
tile Administrator. We think the vehicle 
manufacturers established by a prepon- 
derance of the evidence, in the record 
before us, that technology was not avail- 
able, within the meaning of the Act, 
when they adduced the tests on actual 
vehicles ; that the Administrator’s reli- 
ance on technological methodology to off- 
set the actual tests raised serious doubts 
and failed to meet the burden of proof 
which in our view was properly assign- 
able to him, in the light of accepted legal 
doctrine and the intent of Congress dis- 
cerned, in part, by taking into account 
that the risk of an "erroneous" denial 
of suspension outweighed the risk of an 
"erroneous” grant of suspension. We do 
not use the burden of proof in the con- 
ventional sense of civil trials, but the 
Administrator must sustain the burden 
of adducing a reasoned presentation sup- 
porting the reliability of EPA’s method- 
ology. 

" [32] EPA’s diligence in this proceed- 
ing, fraught with questions of statutory 
interpretation, technical difficulties and 
burdensome time constraints placed on 
the decision-making process, has been 
commendable. The agency was present- 
ed with a prickly task, but has acted ex- 
peditiously to carry out what it perceived 
to be a drastic mandate from Congress. 
This statute was, indeed, deliberately de- 
signed as "shock treatment" to the indus- 
try. Our central difference with the Ad- 
ministrator, simply put, stems from our 
view concerning the Congressional intent 
underlying the one year suspension pro- 

127. Montana Power Co. v. FPC, 144 U.S. 
APP.D.C. 263, 270, 445 F.2d 739, 746 (en 
banc, 1970), cert, denied 400 U.S. 1013, 

91 S.Ot. 668, 27 L.Ed.2d 627 (1971). 
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vision. That was a purposeful cushion 
— ^with the twin purpose of providing 
“escape hatch” relief for 197S, and thus 
establishing a context supportive of the 
rigor and firmness of the basic stand- 
ards slated for no later than 1976. In 
our view the overall legislative firmness 
does not necessarily require a “hard- 
nosed” approach to the application for 
suspension, as the Administrator appar- 
ently supposed, and may indeed be fur- 
thered by our more moderate view of the 
suspension issue, particularly in assign- 
ing to the Administrator the burden of 
producing a reasoned presentation of the 
reliability of his methodology; This is 
not a matter of clemency, but rather a 
benign approach that moderates the 
"shock treatment” so as to obviate ex- 
cessive and unnecessary risk of harm. 

[33] Our decision is also responsive 
to the differences between the EPA de- 
cision and the NAS Report. Although 
in some instances “the factual ; findings 
and technical conclusions” i** are con- 
sistent with those of the Administrator, 
the NA6 conclusion was that technology 
was not available to meet the standards 
in 1976. Congress called on NAS, with 
presumed reliance on the knowledge and 
objectivity of that prestigious body, to 
make an independent judgment. The 
statute makes the NAS conclusion a nec- 
essary, but not sufficient condition of 
suspension. While in consideration of 
the other conditions of suspension, EPA 
was not necessarily bound by NAS’s ap- 
proach, particularly as to matters inter- 
laced, with policy and legal aspects, we 
do not think that it was contemplated 
that EPA could alter the conclusion of 
NAS by revising the NAS assumptions, 
or injecting new ones, unless it states its 
reasons for finding reliability^possibly 
by challenging the NAS approach' in 
terms, of later-acquired research and ex- 
perience. 

These factors combine to convince us 
that, under our view of Congressional 
intent, we cannot affirm the EPA’s de- 

128. Supplement 


nial of suspension as stated. That is not 
necessarily to assume, as at least some 
petitioners do, that the EPA's process 
must be brought to nullity. 

' [34] The procedures followed in this 
case, whether or not ibased on rulings 
that were “mistaken” when made, have 
resulted in a record that leaves this court 
uncertain, at a minimum, whether the 
essentials of the intention of Congress 
were achieved. This requires a remand 
whereby the record as made will be sup- 
plemented by further; proceedings. In 
the interest of justice, see 28 U.S.C. § 
2106, and mutual regard for Congres- 
sional objective, the parties should have 
opportunity on remand to address them- 
selves to matters not previously put be- 
fore them by EPA for comment, includ- 
ing .material contained in the Technical 
Appendix filed by EPA in 1972 subse- 
quent to its Decision. 

It is contemplated that, in the interest 
of providing a reasoned decision, the re- 
mand proceeding will involve some oppor- 
tunity for cross-examination. In the re- 
mand proceeding — not governed by the 
same time congestion as the initial Deci- 
sion process — ^we require reasonable 
cross-examination as to new lines of tes- 
timony, and as to submissions previously 
made to EPA in the hearing on a proffer 
that critical questions could not be satis- 
factorily pursued by procedures previ- 
ously in effect. There is, however, still 
need for expedition, both by virtue of 
our order and the “lead time” problem, 
and the EPA may prof erly, confine cross- 
examination to the essentials, avoiding 
discursive or repetitive questioning. 

Following our suggestion in Environ- 
mental Defense Fund, Inc. v. EPA, 160 
U.S.App.D.a 348, 465 F.2d 628 (1972), 
the Administrator maV consider possible 
use of interim standalrds short of com- 
plete suspension. The statute permits 
conditioiiii^fr of suspension on the adop- 
tion, by virtue of the information ad- 
duced in the suspension proceeding, of 

to DecifiioD at 1. ' 


478 F.2d— 
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interim standards, higher than those set 
for 1974.1*8 

[35, 36] We cannot grant petitioners' 
request that this court order a suspen> 
sion since determinations which Con- 
gress made necessary conditions of sus- 
pension, as to the public interest and 
good faith, have not been made by the 
Administrator. The Administrator's de- 
cision did not reach these questions and 
accordingly we must remand for further 
consideration. The initial requirement 
that an EPA decision on the suspension, 
aye or nay, be made within 60 days of 
the application, obviously does not pre- 
clude further consideration following re- 
mand by the court. In the interest of 
justice, 28 U.S.C. § 2106, and the Con- 
gressional intention that decisions be 
made timely in the light of considera- 
tions of “lead time” for 1975 model year 
production, we require the suspension 
deliberations by EPA to be completed 
within 60 days. The Administrator's de- 
cision on remand must, of course, be con- 
sistent with our legal rulings herein — 
including the need for redefinition of 
light duty vehicles, and promulgation of 
an appropriate regulation. 

129. Thus, Section 202(b) (5) (A). 42 U.S.C. 

I 1857f-l(b) (5) (A), provides, in part: 

If he determines, in accordance with the 
provisions of this subsection, that snch 
suspension should be granted, he shall 
simultaneously with such determina- 
tion prescribe by regulation interim 
emission standards. . . . (Em- 

phasis added.) 

ISO. This obviates the possibility of delay 
if, for example, on remand the Admin- 
istrator denied the snspension on the 
basis of only one of the foor statutory - 
findings, and this court snbseqoeutly 
reversed. 

Since our disposition on remand re- 
quires a public interest -determination, it 
disposes of the claim of petitioner 
Chrysler that the National Environmental 
Policy Act, 42 U.S.C. § 4321 et seq., te- 
. quires that an impact statement be filed 
by the Administrator pursuant to a sus- 
pension decision. 

The purpose of NEPA is - to assure 
presentation to Congress and the public 
of the environmental impact of executive 
action. Here Congress has already de- 
cided that the enrironmenta) dangers 


,[37-39] In conformance to the Con- 
gressional contemplation of expedition, 
and our responsibilities as an appellate 
court, we further require that ^e Ad- 
ministrator render a decision, on the 
basis of the best information available, 
which extends to all the determinations 
which the statute requires as a condi- 
tion of suspension.^*® We do not pre- 
clude further consideration of the ques- 
tion of “available technology," especially 
if developments in the art provide en- 
lightenment. Last but not least, espe- 
cially in view of Ford’s submission and 
the NAS Report concerning interim 
standards, we reiterate that the EPA’s 
determination may consist of a condi- 
tional suspension that results in higher 
standards than an outright grant of ap- 
plications for suspension. 

The case is remanded for further pro- 
ceedings not inconsistent with this opin- 
ion. 

BAZELON, Chief Judge (concurring 
in result) : 

Socrates said that wisdom is the recog- 
nition of how much one does not know.^ 
I may be wise if that is wisdom, because 

require the statutory standards. The only 
executive decision is of a one year de- 
ferral, and the very stuff of such a de- 
cision, - at least with a public interest 
determination, is to assess, infer alia, the 
environmental consequences of action and 
inaction. NBPA’s objective will be fully 
served. As we stated in National 
Resources Defense Council, Inc. v. 
Morton, 148 U.S.App.D.C. 5, 15, 458 r.2d 
827, 837 (1972), the requirements of 
NEPA should be subject to a “con- 
struction of reasonableness." Although 
we do not reach the question whether. 
EPA is automatically and completely 
exempt from NEPA, we see little need in 
requiring a NEPA statement from an 
agency whose raison d’etre is the pro- 
tection of the environment and whose 
decision on suspension is necessarily in- 
fused with the environmental considera- 
tions so pertinent to Congress in design- 
ing the statutory framework. To require 
a “statemeut," in addition to a decision 
setting forth the same considerations, 
would be a legalism carried to the extreme. 

I. Plato, Apology of Socrates, 8 57B. 
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I recognize that I do not know enough 
about dynamometer extrapolations, de- 
terioration factor adjustments, and the 
like to decide whether or not the govern- 
ment’s approach to these matters was 
statistically valid. Therein lies my dis- 
agreement with the majority. 

The court’s opinion today centers on 
a substantive evaluation of the Admin- 
istrator’s assumptions and methodology. 

I do not have the technical know-how to 
agree or disagree with that evaluation 
at least on the basis of the present rec- 
ord. My grounds for remanding the case 
rest upon the Administrator’s failure to 
employ a reasonable decision-making 
process for so critical and complex a mat- 
ter. At this time I cannot say to what 
extent I could undertake an evaluation 
of the Administrator’s findings if they 
were based on an adequate decisional 
process. 

I cannot believe that Congress intend- 
ed this court to delve into the substance 
of the mechanical, statistical, and tech- 
nological disputes in this case. Senator 
Cooper, the author of the judicial review 
provision, stated repeatedly that this 
court’s role would be to “determine the 
question of due process.”* Thus the 
court's proper role is to see to it that 
the agency provides “a framework for 
principled decision-making.” * Such a 
framework necessarily includes the right 
of interested parties to confront the 
agency’s decision and the requirement 
that the agency set forth with clarity 
the grounds for its rejection of opposing 

views. 

The majority’s interpretation of the 
present statute and the administrative 
precedents would give us no right to es- 

2. U6 OjngJlec. 33,086 (1970) ; cf. 116 
Cong.Eec. 33,080, 33,084 (1970). One 
Senator referred to the court’s “fact- 
finding function” ; his remarks make It 
dear that he could not have been refer- 
ring to the review function of courts 
of appeal. 116 CJong-Rec. 33,085 (1970) 
(Senator Baker). 

3. Environmental Defense Fund, Inc. v. 
Rnckelshaus, 142 U.S.App.D.C. 74, 88, 
439 F.2d 584, 598 (1971). 


tabliah these procedural guidelines. 
Their opinion maintains that the strict 
deadlines in the Clean Air Act preclude 
any right to challenge the Administra- 
tor until after the decision has been 
made. It indicates th^t, since this hear- 
ing was "rule-makihg” rather than “ad- 
judicatory”, cross-examination and con- 
frontation are not required under tradi- 
tional rules of administrative law. 

I understand this viewpoint, but I do 
not share it. I do not think the authors 
of the Clean Air Act intended to put 
such strict limits on our review of the 
Administrator’s decision-making proc- 
ess. Further, the interests at stake in 
this case are too important to be re- 
solved on the basis of traditional admin- 
istrative labels. We recognized two 
years ago that environmental litigation 
represents a “new era” in administra- 
tive law.* We are dealing here not with 
an airline’s fares or a broadcaster’s watt- 
age, but with all ’humanity’s interest in 
life, health, and a harmonious reiation- 
ship with the elements of nature. 

This “new era” does not mean that 
courts will dig deeper, into the technical 
intricacies of an agency’s decision. It 
means instead that courts will go further 
in requiring the agency to establish a de- 

cision-making procesa adequate to pro- 
tect the interests of ^11 "consumers” of 
the natural environment.® In some situ- 
ations, traditional rules of "faimess”-r- 
designed only to guard the interests of 
the specific parties \o an agency pro- 
ceeding — ^will be inadequate to protect 
these broader interesis. This is such a 
case. Whether or not traditional admin- 
istrative rules require it, the critical 
character of this decision requires at the 

4. Id. 142 U.S App.D.cJ at !87, 439 F.2d at 
597. To the same e^ect ia Mr. Juatice ' 
Blackmun’a opinion in Sierra Club v. 
Morton, 406 U.S. 727! 755 , 92 S.Ct. 1381, 

31 L.Ed.2d 638 (197Si) (diasenting opin- 
ion) . ! , 

5. Environmental Defenae Fund, Inc.- v. 
Hardin, 138 U.S.AppJ).C. 391, 396, 428 
p.2d 1093, 1097 (1970). 
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least a carefully limited right of cross- 
examination at the hearing and an oppor- 
tunity to challenge the assumptions and 
methodology underlying the decision. 

The majority's approach permits the 
parties to challenge the Administrator's 
methodology only through the vehicle of 
judicial review. I do not think this is 
an adequate substitute for confrontation 
prior to the decision. I reach this posi- 
tion not only out of concern for fairness 
to the parties (“ . . . for if a party 

first learns of noticed facts through the 
final report . . . the burden of up- 

setting a decision announced as final is 
a heavy one.”*) but also out of aware- 
ness of the limits of our own competence 
for the task. The petitioners' challenges 
to the decision force the court to deal 
with technical intricacies that are beyond 
our ken.'^ These complex questions 
should be resolved in the crucible of de- 
bate through the clash of informed but 
opposing scientific and technological 
viewpoints,. 

It is true that courts occasionally find 
themselves in the thick of technological 
controversie3--e. g., in patent cases. But 
those are different circumstances. We 
do not review patent disputes until they 
have been through a full panoply of pro- 
cedures involving full rights of con- 
frontation. Further, unlike our decision 
in a patent case, our decision on the Ad- 
ministrator’s action here is sure to be 
tested by analysis and challenge in Con- 
gress, in the scientific community, and 
among the public. 

My brethren and I are reaching for 
the same end — a "reasoned decision” — 
through different means. They would 
have us examine the substance of the de- 
cision before us. There are some areas 
of administrative law — involving issues 
of liberty and individual rights — where 

6. 2 Davis, Administrative Law Treatise, 

§ 15.14 (1968). 

7. Cf. this court’s dictum, in Constructor^ 
Civiles de Centro-Americana v. Haonah, 
that “These forebodingly fecund mattere 
were wisely placed beyond the ken of the 
judiciary.” 148 U.S.App.D.C. 169, 188, 

469 FJ2d 1183, 1192 (1972). 


judges are on firm ground in undertak- 
ing a substantive review of agency ac- 
tion. But in cases of great technological 
complexity, the best way for courts to 
guard against unreasonable or erroneous 
administrative decisions is not for the 
judges themselves to scrutinize the tech- 
nical merits of each decision. Rather, it 
is to establish a decision-making proc- 
ess which assures a reasoned decision 
that can be held up to the scrutiny of 
the scientific community and the public.* 
"[T]he best test of truth is the power 
of the thought to get itself accepted in 
the competition of the market.” ® If we 
were to require procedures in this case 
that open the Administrator’s decision to 
challenge and force him to respond, we 
could rely on an informed "market” 
rather than on our own groping in the 
dark to test the validity of that decision. 

Candor requires the admission that 
the process of confrontation and chal- 
lenge might not be possible within the 
statutory decision period of 60 days. My 
response would be to permit an extension 
of the time limit — perhaps 30 days more. 
This would put less strain on the overall 
statutory scheme — and on the manufac- 
turers' lead time — than the months that 
have been expended in litigation, and 
now a remand, over the decision. Con- 
gress did not intend for us to enforce 
this relatively minor time restriction so 
strictly as to do major damage to the 
statute as a whole. 

My brethren argue that the 60-day 
time limit in the statute precluded any 
opportunity for cross-examination or 
confrontation at the time of the original 
d^ision. But their opinion would ap- 
parently permit these procedural rights 
on the remand. This bit of judicial 
legerdemain confounds me. I can find 
nothing in the statute or common sense 

8. Cf. Citizens’ Association of Georgetown 

V. Zoning Commission, 166 tJ.S.App.D.C. 

, 477 F.2d 402 (1973). 

9. Abrams v. United States, 250 U.S. 616^ 

630, 40 S.Ct. 17, 63 L.Ed. 1173 (1919) 

(Holmes, .T., dissenting). 
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to support this distinction. If anything, 
the statute, with its obvious emphasis on 
reaching a final decision quickly, would 
dictate procedures at the original deci- 
sion which were sufficient to produce a 
reasoned decision without the need for a 
remand. 

Outside of the foregoing differences, 
I agree with much of the majority opin- 
ion. I would have preferred to make the 
“public interest” factor — the considera- 
tions set forth in Part III of that opin- 
ion — an independent ground for suspen- 
sion. The court today deals with the 
public interest indirectly, through the de- 
vice of burden of proof. I do not fully 
understand this approach, but I suspect 
it leads to essentially the same result I 
favor. 



WUlUun S. GOOFEB, Appellant, 


and weigh all the circumstances of the 
fall, including those which affected fore- 
seeability of injury* the burden of avoid- 
ing the injury, and care which guest as a 
reasonable man could be expected to take 
for his own safety. 

Reversed and remanded. 

Leventhal, Circuit Judge, concurred 
and filed opinion, and Sobeloff, Senior 
Circuit Judge for the Fourth Circuit, 
sitting by designation, concurred and 
filed opinion. 

L Ne^igence ®=»124(2) 

In action for injuries to guest re- 
sulting from alleged negligent mainte- 
nance of hosts’ basement stairs, portion 
of Housing Code of District of Columbia 
providing that interior stairs more than 
two risers high shall have an enclosing 
wall, balustrade, or other guard on each 
side and shall have a hand rail on at 
least one side was properly admitted 
solely for purpose of permitting jury to 
consider it in determining whether there 
was exercise of due care on part of hosts 
and not as negligence per se. 


V. 

William B. GOODWIN et al. 

No, 71-1100. 

United States Court of Appeals, 
District of Columbia CSrcuit 
Argued April 21, 1972. 

Decided Feb. 12, 1973. 

Action for injuries to guest alleged- 
ly resulting from hosts' negligent main- 
tenance of their basement stairs. The 
United States District Court for the 
District of Columbia, Joseph Charles 
McGarraghy, J., directed a verdict for 
defendants, and the plaintiff appealed. 
The Court of Appeals, Bazelon, Chief 
Judge, held, inter alia, that where guest 
aHeged that hosts had been negligent in 
failing to have a handrail on the stairs, 
in failing to have stair treads, in main- 
taining highly slippery coat of wax on 
the stairs and in failing to warn of such 
conditions, it was for jury to consider 


2. NegUgence ^32 (1) 

The legal rule that a social guest 
may recover for active negligence only is 
no longer in effect. 

3. Negligence ‘S=>28 

The standard that a landowner must 
act as a reasonable man in maintaining 
his property in a reasonably safe condi- 
tion in view of all the circumstances 
seeks to eliminate the harshness of And 
confusion over the common-law classifi- 
cations. ! 

4. Negligence ©=>136(16, 24, 26) 

In action for injuries to guest who 
slipped on basement stairs, whei;ein 
guest alleged that hosts had been negli- 
gent in failing to have a handrail on the 
stairs, in failing to have stair treads, in 
maintaining highly slippery coat of wax 
on ihe stairs and in failing to warn bf 
such conditions, it was for jury to con- 
sider and weigh all the circumstances of 
the fall, including those which affected 
foreseeability of injury, the burden of 
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448 U.S. 607, 68 UEd.2d 1010 
INDUSTRIAL UNION DEPARTMENT, 
AFL-CIO, Petitioner, 

V. 

AMERICAN PETROLEUM 
INSTITUTE et al. 

Ray MARSHALL, Secretary of 
Labor, Petitioner, 

V. 

AMERICAN PETROLEUM 
INSTITUTE ct al. 

Nos, 78-911, 78-1036. 

Argued Oct. 10, 1979. 

Decided July 2, 1980. 

Producers of benzene filed petition for 
review of a new health standard promulgat- 
ed by the Occupational Safety and Health 
Administration limiting occupational expo- 
sure to benzene. The Court of Appeals, 
Fifth Circuit, 581 F.2d 493, held that stan- 
dard invalid, and cerUoran was granted. 
The Supreme Court, per Mr. Justice Ste- 
vens with three Justices joining and one 
Justice concurring in the judgment, held 
that the subject standard, redudng the per- 
missible exposure limit on airborne concen- 
trations of benzene from the consensus 
standard of ten parts benzene per inUHon 
parts of air to one part per million, was 
unenforceable since the standard was not 
supported by appropriate findings; OSHA’s 
rationale for lowering the permissible expo- 
sure limit from 10 ppm to 1 ppm was based 
not on any finding that leukemia has ever 
been caus^ by exposure to 10 ppm of ben- 
zene and that it will not be caused by 
exposure to 1 ppm, but rather on a series of 
assumptions indenting that some leukemia 
might result from exposure to 10 ppm and 
that the number of cases might be reduced 
by lowering the exposure level to 1 ppm. 

Judgment ^firmed. 

Mr. Chief Justice Burger filed a con- 
curring opinion. 

Mr. Justice Powell filed an opinion con- 
curring in part and in the judgment 

Mr. Justice Rehnquist filed an opinion 
concurring in the judgment. 

Mr. Justice Marshall, joined by Mr. Jus- 
tice Brennan, Mr. Justice White and Mr. 


Justice Blackmun, filed a dissenting opin- 
ion. 

1. Labor Relations ^27 

Provision of the Occupational Safety 
and Health Act defining an “occupational 
safety and health standard^’ requires the 
Secretary of Labor to find, as a threshold 
matter to the promulgation of a standard 
concerning a toxic substance, that the sub- 
stance in question poses a significant health 
risk in the workplace, and that a new, lower 
standard is therefore “reasonably necessary 
or appropriate to provide safe or healthful 
employment awi places of employment.** 
(Per Mr. Justice Stevens, with three Jus- 
tices joining and one Justice concurring in 
the juc^ment.) Occupational Safety and 
Health Act of 1970, § 3(8), 29 U.S.C.A. 
§ 652(8). 

2. Labor Relations <^9.5 

Occupational safety and health stan- 
dard promulgated by the Secretary of La- 
bor pursuant to the Occupational Safety 
and Health Act, reducing the permissible 
exposure limit on mrborne concentrations of 
benzene from the consensus standard of ten 
parts benzene per million parts of air to one 
part per million, was unenforceable since 
the standard was not supported by appro- 
priate findings; the Occupational Safety 
and Health Administration's rationale for 
lowering the permissible exposure limit 
from 10 ppm to 1 ppm was based not on any 
finding that leukemia has ever been caused 
by exposure to 10 ppm of benzene and that 
it will not be caused by exposure to 1 ppm, 
but rather on a series of assumptions indi- 
cating that some leukemia migd^t result 
from exposure to 10 ppm and that the num- 
ber of cases must be reduced by lowering 
the exposure level to 1 ppm. (Per Mr. 
Justice Stevens, with three Justices joinii^ 
and one Justice concurring in the judg- 
ment) Occupational Safety and Health 
Act of 1970, §§ 3(8), 6(bX5), 29 U.S.C.A. 
§§ 652(8), 655<bK5). 

3. Administrative Law and Procedure 

«=»753 

Validity of an agency’s determination 
must be judged on the basis of the agency's 
stated reasons for making that determine- 
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tion. (Per Mr. Justice Stevens, with three 
Justices joinings and one Justice concurring 
in the judgment.) 

4. Labor Relations ^27 

Provision of the Occupational Safety 
and Health Act defining an occupational 
safety and health standard as a standard 
'''reasonably necessaiy and appropriate to 
provide safe and healthful employment” 
does not apply to all permanent standards 
promu^j^ated under the Act, and requires 
the Secretary of Labor, before issuing any 
standard, to determine that it is reasonably 
necessary and appropriate to remedy a sig* 
nificant risk of material health impairment; 
only after the Secretary has made the 
threshold determination that such risk ex- 
ists with respect to a toxic substance would 
it be necessary to decide whether the Act 
requires him to select the most protective 
standard he can consistent with economic 
and technological featibility, or whether the 
benefits of the regulation must be commen* 
surate with the costs of its implementation. 
(Per Mr. Justice Stevens, with three Jus- 
tices joining and one Justice concurring in 
the judgment) Occupational Safety and 
Health Act of 1970, §§ 3(8), 6(bX5), 29 U.S. 
C.A. §§ 652(8). 655(bX5). 

5. Labor Relations **9.5 

Occupational Safety and Health Act 
was not designed to require employers to 
provide absolutely risk-free workplaces 
whenever it is technologically feasible to do 
so, so long as the cost is not great enough to 
destroy the entire industry; rather, both 
the language and structure of the Act, as 
well as its te^lative history, indicate that 
it was intended to require the elimination, 
as far as featible, of significant risks of 
harm. (Per Mr. Justice Stevens, with three 
Justices joining and one Justice concurring 
in the judgment.) Occupational Safety and 
Health Act of 1970, § 2 et aeq., 29 U-S-OA. 
§ 651 et seq. 

6. Labor Relations <^9.5 

By empowering the Secretary of Labor 
to promulgate standards that are *'reason- 
ably necessary or appropriate to provide 
safe or healthful em{koyment and places of 
employment.” the Occupational Safety and 
Health Act implies that, before promulgat- 


ing any standard, the Secretary must make 
a finding that the workplaces in question 
are not safe; but "safe” is not the equiva- 
lent of "risk-ti«e,” and a workplace can 
hardly be considered "unsafe” unless it 
threatens the workers with a significant 
risk of barm. (Per Mr, Justice Stevens, 
with three Justices joining and one Justice 
concurring in the judgment) Occupational 
Safety and Health Act of 1970, §§ 2 et seq., 
3(8), 6(bX5), 29 U.S.C.A. §§ 651 et seq., 
€5^8), 6^bX5). 

7. Labor Relations ^27 

Before the Secretary of Labor can 
promulgate any permanent health or safety 
standard under the Occupational Safety 
and Health Act, he must make a threshold 
finding that the place of employment is 
unsafe in the sense that significant risks 
are present and can be eliminated or less- 
ened by a change in practices; this require- 
ment applies to permanent standards pro- 
mulgate pursuant to the Act, as well as to 
other types of permanent standards, there 
being no reason why the Act’s definition of 
a standard should not be deemed incorpo- 
rated by reference into the provision direct- 
ing the Secretary to "set the standard 
which most adequately assures, to the ex- 
tent feasible, on the basis of the best availa- 
ble evidence, that no employee will suffer 
material impairment of b^lth or functional 
capacity.” (Per Mr. Justice Stevens, with 
three Justices joining and one Justice con- 
curring In the judgment) Occupational 
Safety and Health Act of 1970, §§ 3(8), 
6(bX5), 29 U.S.C.A. §§ 652(8), 655(bK5). 

8. Labor Relations <Ss>2T 

Requiring the Secretary of I^bor, be- 
fore promu^ting any permanent health or 
safety standard under the Occupational 
Safety and Health Act, to make a threshold 
finding of significant risk is consistent with 
the scope of his regulatory power under the 
Act to promulgate standards for "toxic ma- 
terials” and "harmful phyrical agents”; 
furthermore, this Inteipretation is sup- 
ported by other provisions of the Act, such 
as that which requires the Secretary, in 
determining the priority for establishing 
standards, to give due regard to the urgen- 
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cy of the need for mandatory safety and 
health standards for particular industries or 
workplaces, and that which requires the 
Secretary, when he substantially alters an 
existing consensus standard, to explain bow 
the new rules will “better effectuate” the 
Act’s purposes. (Per Mr. Justice Stevens, 
with three Justices joining and one Justice 
concurring in the judgment) Occupational 
Safety and Health Act of 1970, §§ 3(8), 6, 
(bX5» 8), (g), 29 U.S.CA. §§ 652(8), 665, 
(bX5, 8). (gX 

9. Labor Relations ^9.5 

Legislative history of the Occupational 
Safety and Health Act supports the conclu- 
sion ^t Congress was concerned not with 
absolute safety, but with the elimination of 
significant harm. (Per Mr. Justice Stevens, 
with three Justices joining and one Justice 
concurring in the judgment.) Occupational 
Safety and Health Act of 1970, § 2 et seq., 
29 U,S.C.A. § 651 et seq. 

10. Labor Relations «»9.5 

Secretary of Labor, in promulgating a 
standard placing the most stringent Umitap 
tion on exposure to benzene that is techno- 
logically and economically possible, relied 
on a special policy for carcinogens that im- 
posed the burden on industry of proving the 
existence of a safe level of exposure to 
benzene; he thereby exceeded his threshold 
responsibility of establishing the need for 
more stringent standards and exceeded his 
power under the Occupational Safety and 
Health Act. (Per Mr, Justice Stevens, with 
three Justices joining and one Justice con- 
curring in the judgment) Occupational 
Safety and Health Act of 1970, §§ 2 et seq., 
3(8), 6(bX5), 29 U.S.CA. §§ 651 et seq., 
65^8), 655(bX5). 

Syllabus * 

The Occupational Safety and Health 
Act of 1970 (Act) delegates broad authority 
to the Secretary of Labor (Secretary) to 
promulgate standards to ensure safe and 
healthful working conditions for the Na- 
tion’s workers (the Occupational Safety and 

* The syllabus coDstitutes do part of the opinion 
of the Court but has been prepared by the 
Reporter of Decisions for the convenience of 


Health Administration (OSKA) being the 
agency responsible for carrying out this au- 
thority). Section 3(8) of the Act defines an 
“occupational safety and health standard” 
as a standard that is “reasonably necessary 
or appropriate to provide safe or healthful 
employment.” Where toxic materials or 
harmful physical agents are concerned, a 
standard must also comply with § 6(b)(5), 
which directs the Secretary to “set the stan- 
dard which most adequately assures, to the 
extent feasible, on the basis of the best 
available evidence, that no employee wiU 
suffer material impairment of health or 
functional capacity.” When the toxic mate- 
ria or harmful physical agent to he regulat- 
ed is a carcinogen, the Secretary has taken 
the position that no safe exposure level can 
be determined and that § 6(bK5) requires 
him to set an exposure limit at the lowest 
technologically feasible level that will not 
impair the viability of the industries regu- 
lated. In this case, after having deter- 
mined that there Is a causal connection be- 
tween benzene (a toxic substance used in 
manufacturing such products as motor fu- 
els, solvents, detergents, and pesticides) and 
leukemia (a cancer of the white blood cells), 
the Secretary promulgated a standard re- 
ducing the permissible exposure limit on 
airborne concentrations of benzene from 
the consensus standard of 10 parts benzene 
per million parts of air (10 ppm) to 1 ppm, 
and prohibiting dermal contact with solu- 
tions containing benzene. On pre-enforce- 
ment review, the 0>urt of Appeals held the 
standard invalid because it was based on 
findings unsupported by the administrative 
record. The court concluded that OSHA 
had exceeded its standard-setting authority 
because it had not been shown that the 1 
ppm exposure limit was “reasonably neces- 
sary or appropriate to provide safe and 
healthful employment” as required by 
§ 3(8), and that_L§ 6CbK5) (lid not ^ve 
OSHA the unbridled discretion to adopt 
standards designed to create absolutely 
risk-free workplaces regardless of cost. 

the reader. See United States v. Detroit Lum- 

ber Co., 200 U.S. 321, 337, 26 S.Ct. 282, 287, 50 

L.Ed 499. 
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Held : The judgment ts affirmed. Pp. 
2858-2874; 2877-2S78; 2879-2887, 

581 P.2d 493, 5th Cir„ affirmed. 

Mr, Justice STEVENS, joined by Mr. 
Chief Justice BURGER, Mr. justice STEW- 
ART, and Mr. Justice POWELL, concluded 
that the standard in question is invalid, 
Pp. 2858-2889, 2872-2873. 

(a) The Court of Appeals was correct 
in refusing to enforce the 1 ppm exposure 
limit on the ground that it was not 
ported by appropriate Endings. OSKA's 
rationale for lowering the permissible expo- 
sing limit from 10 ppm to 1 ppm was bas^, 
not on any finding that leuicemia has ever 
been caused by exposure to 10 ppm of ben- 
zene and that it will not be caused by 
exposure to 1 ppm, but rather on a series of 
aesumptions indicating that some leukemia 
might result from exposure to 10 ppm and 
that the number of cases might be reduced 
by lowering the exposure level to 1 ppm. 

2858-2802. 

(b) By empowering the Secretary to 
promulgate standards that are ‘^reasonably 
necessary or appropriate to provide safe or 
healthful employment and places of em- 
ployment” as required by § 8(8), the Act 
implies that, before promulgating any stan- 
ds^, tbe Secretary must make a finding 
that the workplace in question are not 
safe. But “safe” is not the equivalent of 
“risk-free.” A workplace can hardly be 
considered “unsafe” unless it threatens the 
workers with a significant risk of harm. 
Therefore, before the Secretary can promul- 
gate any permanent health or safety stan- 
dard, he must make a threshold finding 
that the place of employment is unsafe in 
the sense that significant risks are present 
and can be eliminated or lessened by a 
change In practices. This requirement ap- 
plies to permanent standards promulgate 
pursuant to § 6(bXB), as well as to other 
types of permanent etandards, there being 
no reason why § 3(8)’s definiUon of a stan- 
dard should not be deemed incorporated by 
reference into § 6(bX5). Moreover, requir- 
ing tbe Secretary to make a threshold find- 
ing of significant risk is consistent with the 
scope of his regulatory power under 
§ 6(bX5) to promulgate standards for “toxic 


materials” and *‘hannful physical agents.” 

This interpretation is supported by other 
provisions of the Act, such as § 6(g), which 
requires the Secretary, in determining the 
priority for establishing standards, to give 
due regard to the uigency of the need for 
mandatory safety and health standards for 
particular industries or workplaces, and 
§ 6(bX8), which requires tbe Secretary, 
when he substantially alters an ^existing i soft 
consensus standard, to explmn how the new 
rule will “better effectuate” the Act’s pur- 
poses. Pp. 2862-2866. 

(c) The Act’s legislative history also 
supports the conclusion that (Congress was 
concerned not with absolute safety, but 
with the elimination of sig^nificant harm. 

Pp, 2866-2869. 

(d) Where the Secretary relied on a 
special policy for carcinogens that imposed 
the burden on industry of proving the exist- 
ence of a safe level of exposure, thereby 
avoiding his threshold responsibility of es- 
tablishing tbe need for more stringent stan- 
dards, he exceeded his power. Pp. 2872- 
2873. 

Mr. Justice STEVENS, joined by Mr. 

Chief Justice BURGER and Mr. Justice 
STEWART, also concluded that: 

1. The burden waa on OSHA to show, 
on the basis of substantial evidence, that it 
is at least more likely than not that long- 
term exposure to 10 ppm of benzene 
presents a significant risk of material 
health impurment Here, OSHA did not 
even attempt to cany such burden of proof. 
Imposing such a burden on OSHA will not 
atrip it of its ability to regulate carcinogens, 
nor will it require it to wait for deaths to 
occur before taking any action. The re- 
quirement that a “significant” risk be iden- 
tified is not a mathematical straitjacke^ 

OSHA is not requu^ to support its finding 
that a significant risk exists with anything 
approaching scientific certfunty; and the 
record in this case and OSHA’s own rulings 
on other carcinogens indicate that there are 
a number of ways in which OSHA can 
make a rational judgment about the rela- 
tive significance of the risks associated with 
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exposure to a particular carcin<^n, Pp- 
2869-2872. 

2. OSHA did not make the required 
finding* with respect to the dermal contact 
ban that the ban was “reasonably necessary 
and appropriate^' to remove a significant 
risk of harm from such contact, but rather 
acted on the basis of the absolute, no>ri^ 
policy that it applies to carcinogens under 
the assumptions not only benzene in small 
doses is a carcinogen but also that it can be 
absorbed through the skin in sufficient 
amounts to present a carcinogenic risk. 
These assumptions are not a proper sut^ti- 
tute for the Endings of significant lisk of 
harm required by the Act. Pp. 2873-2874. 

Mr. Justice POWELL, agreeing that 
neiUier the airborne concentration standard 
nor the dermal contact standard satisfied 
tbe Act's requirements, would not hold that 
OSHA did not even attempt to carry its 
burden of proof on the threshold question 
whether exposure to benzene at 10 ppm 
presents a significant risk to human health. 
He concluded that, even assuming OSHA 
had met such burden, the Act also requires 
OSHA to determine that the economic ef- 
I t ie fecta of its standard bear ajreasonable rela- 
tionship to the expected benefits. A stan- 
dard is neither “reasonably necessary” nor 
“feasible,” as required by the Act, if it calls 
for expenditures wholly disproportionate to 
the expected health and safety benefits. 
Here, although OSHA did find that the 
“substantial costs” of the benzene regulap 
tions were justified, the record contains nei- 
ther adequate documentation of this conclu- 
sion nor any evidence that OSHA weired 
the relevant considerations. The agency 
simply announced Its finding of cost-justifi- 
cation without explaining the method by 
which it determined that the benefits justi- 
fied the costs and their economic effects. 
Pp. 2877-2878, 

Mr. Justice REHNQUIST would invali- 
date, as constituting an invalid delegation 
of legislative authority to the Secretary, the 
relevant portion of § 6(bX5) of the Act as it 
applies to any toxic substance or harmful 
physical agent for which a safe level is, 
according to the Secretary, unknown or oth- 
erwise “infeasible.” In the case of such 


substances, the language of § 6(hX5) gives 
the Secretary absolutely no indication 
where on the continuum of relative safety 
he should set the standard. Nor is there 
anything in the legislative history, the stat- 
utory context, or any other source tradition- 
ally examined by this Court that provides 
specificity to the feasibility criterion in 
§ 6(bX5). Pp. 2879-2887. 


William H. Alsup, Washington, D. C., for 
petitioner in No. 78-1036. 

George H. Cohen, Washington, D. C., for 
petitioner in No, 78-911. 

Edward W. Warren and Charles F. Let- 
tow, Washington, D. C„ for respondents. 

I Mr. Justice STEVENS announced the 
judgment of the Court and delivered an 
opinion, in which THE CHIEF JUSTICE 
and Mr. Justice STEWART joined and in 
Parts 1, 11, III-A, III-B, III-C and III-E of 
which Mr. Justice POWELL joined. 

The Occupational Safety and Health Act 
of 1970 (Act), 84 Stat 1590, 29 U.S.C. § 651 
et seq.j was enacted for the purpose of 
ensuring safe and healthful working condi- 
tions for every working man and woman in 
the Nation. This litigation concerns a stan- 
dard promulgated by the Secretary of La- 
bor to regulate occupational exposure to 
benzene, a substance which has been shown 
to cause cancer at high exposure levels. 

The principal question is whether such a 
showing is a sufficient basis for a standard 
that places the most stringent limitation on 
exposure to benzene that is technologically 
and economically possible. 

The Act delegates broad authority to the 
Secretary to promulgate different kinds of 
standards. Tlie basic definition lof an “oo Un 
cupational safety and health standard” is 
found in § 3(8), which provides: 

“The term ‘occupational safety and 
health standard’ means a standard which 
requires conditions, or the adoption or use 
of one or more practices, means, methods, 
operations, or processes, reasonably nec- 
essary or appropriate to provide safe or 
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healthful employment and places of em> 
ployment.” 84 Stat. 1591, 29 U.S.C. 
$ 652(8). 

Where toxic materials or harmful plqrsi- 
cal agents are concerned, a standard must 
also comply with § 6(b)(5), which provides; 

“The Secretary, in promulgating stan- 
dards dealing with toxic materials or 
harmful physical agents under this sub- 
section, shaU set the standard which most 
ade(niately assures, to the extent feasible, 
on the basis of the best available evi> 
dence, that no employee will suffer mate- 
rial impairment of health or functional 
capacity even if such employee has regu- 
lar exposure to the hazari dealt with by 
such standard for the period of his work- 
ing life. Development of standards un- 
der this subsection shall be based upon 
reseuch, demonstrations, experiments, 
and such other information as may be 
appropriate. In addition to the attain- 
ment of the highest degree of health and 
safety protection for the employee, other 
considerations shall be the latest aviulable 
scientific data in the field, the feasibility 
of the standards, and experience gained 
under this and other health and safety 
laws." 84 SUt. 1594, 29 U.S.C. 
§ 665(bK5).‘ 

-iWherever the toxic material to be regu- 
lated is a carcinogen, the Secretary has 
taken the position that no safe exposure 

1. The second and third sentences of this sec- 
tion, which impose feasibility limits on the Sec- 
retary and allow him to take into account the 
i best available evidence In developing stan- 
' dards, may apply to all health and safety stan- 
dards. This conclusion follows if the term 
"^subsection" used In the second sentence refers 
to the entire subsection 6(b) (which sets out 
procedures for the adoption of all types of 
' health and safety standards), rather than sim- 
ply to the toxic materials subsection, § 6^K5X 
WhUe Mr. Justice MARSHALL, post, at 2890, 
and respondents agree with this position, see 
Brief tor Respondents American Petroleum In- 
stitute et aL 3^, see also Currie, OSHA. 1976 
Ara.Bar Found. Research J. 1107, 1137, n. 151, 
the Government does not, see Brief for Federal 
Parties 58; see aUo Berger & Riskln, Economic 
and Technologica] Feasibility in Regulating 
Toxic Substances Under the Occupational Safe- 
ty and Health Act, 7 Ecology L.Q. 285, 294 


level can be determined and that § 6(b)(5) 
requires him to set an exposure limit at the 
lowest tedinologically feasible level that 
will not impair the viability of the indus- 
tries regulated. In this case, after having 
determined that there is a causal connection 
between benzene and leukemia (a cancer of 
the white blood cells), the Secretary set an 
exposure limit on airborne concentrations of 
benzene of one part benzene per million 
parts of air (1 ppm), regulated dermal and 
^e contact with solutions containing ben- 
zene, and imposed complex monitoring and 
medical testing requirements on employers 
whose workplaces contain 0.5 ppm or more 
of benzene. 29 CFR §§ 1910.1028(c), (e) 
(1979). 

On pre-enforcement review pursuant to 
29 U-S-C- § 655(f), the United States Court 
of Appeals for the Fifth Circuit held the 
regulation invalid. American Petroleam 
Institute v. OSHA, 581 F.2d 493 (1978). 

The court concluded that the Occupational 
Safety and Health Administration (OSHA) * 
had exceeded its standard-setting authority 
because it had not shown that the new 
benzene exposure limit was “reasonably 
necessary or appropriate to provide safe or 
healthful employment" as required by 
§ 8(8),* and because § 6(b)f5)ldQes “not give l* » 
OSHA the unbridled discretion to adopt 
standards designed to create absolutely 
risk-free workplaces regardless of costs."* 

(1978). There Is no need for us to decide this 
issue in these cases. 

2. The OSHA is the administrative agency with- 
in the Department of Labor that Is responsible 
for promulgating and enforcing standards un- 
der the Act bi this opiniMi, we refer to the 
“Secretary,” "OSHA” and the "Agency** inter- 
changeably. 

8 . “The Act imposes on OSHA the obligation to 
enact only standards that are reasonably neces- 
sary or appropriate to provide safe or healthful 
workplaces. If a standard does not flt in this 
definition, it is not one that OSHA is authorized 
to enact” 581 F.2d. at 502. 

4. “Although 29 U.S.C.A. § 6S5(b)(5) requires 
the goal of attaining the highest degree of 
health and safety protection for the employee, 
it does not give OSHA the unbridled discretion 




86 


2850 SUPREME COURT REPORTER 448 u.s. 614 


Re&chii^ the two provi^ons together, the 
Fifth Circuit held that the Secretary was 
under a duty to determine whether the 
benefits expected from the new standard 
bore a reasonable relationship to the oc^ts 
that it imposed. Id, at 503. The court 
noted that OSHA had made an estimate of 
the costs of compliance, but that the record 
lacked substantial evidence of any disoemi> 
ble benefits." 

[1] We agree with the Fifth Circuit's 
holding that § 3(8) requires the Secretary to 
j«i 5 find, as a threshold matter, that thej^oxic 
substance in question poses a ^gnificant 
health risk in the workplace and that a new, 
lower standard is therefore “reasonably 
necessary or appropriate to provide safe or 
healthful employment and places of em> 
ployment.^' Unless and until such a finding 
is made, it is not necessary to address the 
further question whether the Court of Ap- 
peals correctly held that there must be a 
reasonable correlation between costs and 
benefits, or whether, as the federal parties 
argue, the Secretary is then required by 
§ 6(bX5) to promulgate a standard that 
goes as far as technologically and economi- 
cally possible to eliminate the risk. 

Because these are unusually important 
cases of first imprrasion, we have reviewed 
the record with special care. In this opin- 
ion, we (1) describe the benzene standard, 
(2) analyze the Agency's rationale for im- 

to adopt standards designed to create absolute- 
ly risk-free workplaces regardless of cost. To 
the contrary, that section requires standards to 
be feasible, and U contains a number of prag- 
matic limitations in the form of specific kinds 
of information OSHA must consider in enacting 
standards dealing with toxic materials. Those 
include ‘the best available evidence.' 'research, 
demonstrations, experiments, and such other 
Information as may be appropriate,’ the latest 
available scientihc data in the field,' and ‘expe- 
rience gained luider this and other health and 
safety laws.’ Moreover, in standards dealing 
with toxic materials. Just as with all other oc- 
cupational safety and health standards, the 
conditions and other requirements imposed by 
the standard must be ‘reasonably necessary or 
apprc^riate to provide safe or healthful em- 
ployment and places of employment.' 29 U.S. 
C.A. § 652(8)." Ibid. 


posing a 1 ppm exposure limit, (S) discuss 
the controlling legal issues, and (4) com- 
ment briefly on the dermal contact limita- 
tion. 

I 

Benzene is a familiar and important com- 
modity. It is a colorless, aromatic liquid 
that evaporates rapidly under ordinary at- 
mospheric conditions. Approximately 11 
billion pounds of benzene were produced in 
the United States in 197a Ninety-four per- 
cent of that total was produced by the 
petroleum and petrochemical industries, 
with the remainder produced by the steel 
industry as a byproduct of coking opera- 
tions. Benzene is used in manufacturing a 
variety of products including motor fuels 
(which may contain as much as 2% ben- 
zene), solvents, detergents, pesticides, and 
other organic chemicals. 43 Fed.Reg. 5918 
(1976). 

The entire population of the United 
States is expos^ to small quantities of ben- 
zene, ranging from a few parts per billion 
to 0.5 ppm, in the ambient air. Tr. 1029- 
1032. C^er one million workers are subject 
to additional low-level exposures as a conse- 
quence of their employment. The majority 
of these employees work in gasoline service 
stations, benzene i production (petroleum re- I» i6 
fineries and coking operations), chemical 

9. ‘'The lack of substantial evidence of discema- 
ble benefits Is highlighted when one considers 
that OSHA is unable to point to any empirical 
evidence documenting a leukemia risk at 10 
ppm even though that has been the permissible 
exposure limit since 1971. OSHA’s assertion 
that benefits from reducing the permissible ex- 
posure limit from 10 ppm to 1 ppm are likely to 
be appreciable, an assumption based only on 
inferences drawn from studies involving much 
higher exposure levels rather than on studies 
involving these levels or sound statistical pro- 
jections from the high-level studies, does not 
satisfy the reasonably necessary requirement 
limiting OSHA’s action. Aqua Slide requires 
OSHA to estimate the extent of expected bene- 
fits in order to determine whether those bene- 
fits bear a reasonable relationship to the stan- 
dard’s demonstrably high costs.” Id., at 503- 
504. 
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processing, benzene transportation, rubber 
manufacturing, and laboratory operations* 
Benzene is a toxic substance. Although 
it could conceivably cause harm to a person 
who swallowed or touched it, the prindpal 
risk of harm comes from inhalation of ben- 
zene vapors. When these vapors are in- 
haled, the benzene diffuses through the 
lungs and is quickly absorbed into the blood. 

Jllxposure to high concentrations produces 
an almost immediate effect on the central 
nervous system. Inhalation of concentra- 
tions of 20,000 ppm can be fatal within 
minutes; exposures in the range of 260 to 
500 ppm can cause vertigo, nausea, and 
other symptoms of mild poisoning. 43 Fed. 
Reg. 5921 (1978). Persistent exposures at 
levels above 25-40 ppm may lead to blood 
deficiencies and diseases of the blood-form- 

9* OSHA’s figures Indksle that 795.000 service 
station employees have some heightened expo* 
sure to benzene as a result of their employ- 
ment See 2 U.S. Dept, of Ubor. OSHA, Tech- 
nology Assessment and Economic Impact 
Study of an OSHA Regulation for Benzene, p. 
D-7 (May 1977) (hereinafter Economic Impact 
Statement), 11 Record, Ex. SB. p. D-7. These 
employees are specifically excluded from the 
regulation at issue in this case. See infra, at 
2857. OSHA states that another 629,000 em- 
ployees, who are covered by the regulation, 
work in the other industries described 43 Fed 
Reg. 5935 (1978). 

It is not clear from the record or its explana- 
tion of the permanrat standard how OSHA 
arrived at the estimate of 629,000 exposed em- 
ployees. OSHA's consuftant. Arthur D. Little. 
Inc., estimated that there were 191,000 exposed 
employees, 30,000 of whom were exposed to 1 
ppm or more of benzene. 1 Economic Impact 
Statement, p, 3-5, 11 Record, Ex. 5A. p. 3-5. 
In its explanation of the permanent standard 
OSHA stated that there were 1,440 exposed 
eit^loyees who worked in benzene plants, 98,- 
000 in other petroleum refineries, 24,000 in 
coke ovens, 4,000 In light oil plants. 2,760 in 
the petrochemical Industry. 52,345 who worked 
in bulk terminals, 23,471 drivers who loaded 
benzene from those terminals, 74,000 in oil and 
gas production, 17,000 in pipeline work, 100 at 
tank-car facilities, 200 at tank-truck facilities, 
480 on barges, 11,400 in tire-manufacturing 
plants, and 13,050 in other types of rubber 
production, 43 Fed.Reg. 5936-5938 (1978). 
Although OSHA gave no estimate for lal^rato- 
ry workers, the A. D. Little study indicated that 
there were 25,000 exposed workers in that in- 


ing organs, including aplastic anemia, which 
is generally fatal. 

Industrial health experts have long been 
aware that exposure to benzene may lead to 
various types of nonmalignant diseases. By 
1948 the evidence connecting high levels of 
benzene to serious blood disorders had be- 
come so strong that the Commonwealth of 
Massachusetts imposed a 35 ppm limitation 
on workplaces within its jurisdiction. In 
1969 the American National Standards In- 
stitute (ANSI) adopted a national consensus 
standard of 10 ppm averaged over an 8- 
hour period with a ceiling concentration of 
25 ppm for 10-minute periodfi or a maxi- 
mum peak concentration of 50 ppm. Id, at 
5919. In 1971, after the Occupational Safe- 
ty and Health Act was passed, the Secre- 
tary adopted this consensus standard as the 
federal standard, pursuant to 29 U.S.C. 
§ 655(a).’ 

dustry. These figures add up to 347,246 ex- 
posed employees— approximately 282,000 less 
than the overaU estimate of 629,000. It is pos- 
sible that some of all of these employees work 
in the “other industries” briefly described in 
OSHA's explanation; these arc primarily small 
firms that manufacture adhesives, paint and 
ink or that use benzerte solvents. Id., at 5939, 
No estimate of the number of exposed employ- 
ees in those industries or the aggregate cost of 
compliance by those industries is given either 
by ^HA or A. D. Ultle in its consulting 
report. 

7. Section 6(a) of the Act, as set forth in 29 
O.S.C § 655(a), provides: ■ 

“Without regard to chapter 5 of Title 5 or to 
the other subsections of this section, the Secre- 
tary shall, as soon as practicable during the 
period beginning with the effective date of this 
diapter and ending two years alter such date, 
by rule promulgate as an occupational safety or 
health standard any national consensus stan- 
dard. and any established Federal standard, un- 
less he determines that the promulgation of 
such a standard would not result in improved 
safety or health for specifically designated em- 
ployees. In the event of conflict among any 
such Standards, the Secretary shall promulgate 
the standard which assures the greatest protec- 
tion of the safety or health of the affected 
employees.” 

In this case the Secretary complied with the 
directive to choose the most protective stan- 
dard by selecting the ANSI standard of 10 ppm. 
rather than the 25 ppm standard adopted by 
the American Conference of Government In- 
dustrial Hygienists. 43 Fed.Reg. 5919 (1978). 


ICO S.Ct.—7} 
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lai> jA a early as 1928, some health experts 
theorized that there might also be a connec- 
tion between benzene in the woricplace and 
leukemia.^ In the late 1960*8 and early 
1970*8 a number of epidemiological studies 
were published indicating that workers ex- 
posed to high concentrations of benzene 
were subject to significantly increased risk 
of leukemia.* In a 1974 report recommend- 
ing a permanent standard for benzene, the 
National Institute for Occupational Safe^ 
Jflt»and Health j£NIOSH}, OSHA*s research 
arm” noted that the^ studies raised the 
“distinct possibility” that benzene caused 
leukemia But, in light of the fact that all 

& See Delore & Borgomano, Leuc4cnie aigue au 
cours de rintoidcation benzenlque. Sur I'ori* 
gine toidque de certalnea leucemles aigues ec 
leurs relatk)ns tvec les anomies graves, 9 Jour> 
nal de Medicine de Lyon 227 (1928). A trans- 
lation of that document appears in the benzene 
administrative record. 2 Record, Ex. 2-60. 
See also Hunter, Chronic Exposure to Benzene 
(Benzol), n. Ihe Clinical Effects. 21 J.Ind.Hyg. 
& Toxicol 331 (1939), 3 Record. Ex. 2-74, 
which refers to “leuoemla” as a side effect of 
chronic exposure to benzene. 

9. Dr. Muzaffer Aksoy. a Turkish physician who 
testified at the hearing on the proposed ben- 
zene standard, did a number of studies con- 
cerning the effects of benzene exposure <m 
Turkish shoemakers. Hie woricers in Dr. Ak- 
soy’s studies used solvents containing lai^e 
percentages of benzene and were constantiy 
exposed to high concentrations of benzene va- 
pors (between 150 and 650 ppm) under poorly 
ventilated and generally unhygienic conditions. 
See Aksoy, Acute Leukemia Due to Chronic 
Exposure to Benzene, 52 AnuJ. of Medicine 180 
(1972), 1 Record, Ex. 2-29; Aksoy. Benzene 
(Benzol): Its Toxicity and Effects on the Hema- 
topoietic System, Istanbul Faculty of Medicine 
Monograph Series No. 51 (1670), 2 Record, Ex. 
2-55; Aksoy, Erdem, & DlnCol, Leukemia in 
Shoe-Workers Expo^ Chronically to Ben- 
zene, 44 Blood 837 (1974), 2 Record. Ex. 2-53 
(reporting on 26 shoeworkers who had con- 
tracted leukemia from 1967 to 1973; this repre- 
sented an incidence of 13 per 100,000 rather 
than the 6 cases per 100,000 that would nor- 
mally be e^to^cted). 

Dr. Enrico VlgUani also reported an excess 
nurabef of leukemia cases among Italian shoe- 
makers exposed to glues containing a high per- 
centage of benzene and workers in rotogravure 
plants who had been exposed over long periods 
of to tnWg and solvents containing as mt^h 
as 60% benzene. See Vlgliani & Salta, Ben- 
zene A Leukemia, 271 New EngJ. of Mediciiie 


known cases had occurred at very high ex- 
posure levels, NIOSH declined to recom- 
mend a change in the 10 ppm standard, 
which it considered sufficient to protect 
against nonmalignant diseases. NIOSH 
suggested that further studies were neces- 
sary to determine conclusively whether 
there was a link between benzene and leu- 
kemia and, if so, what exposure levels were 
dangerous.” 

Between 1974 and 1976 additional studies 
were published which tended to confirm the 
view that benzene can cause leukemia, at 
least when exposure levels are high.’* In 

872-876 (1964), 1 Record, Ex. 2-27; Fomi & 
Viglianl, Chemical Leukemogenesis in Man, 7 
SerHaeroat 211 (1974), 2 Record, Ex. 2-50. 

10. Title 29 U.S-C- § 6e9(a)(3) requires the De- 
partment of Health, Education, and Welfare 
(HEW) (now in part the Department of Health 
and Human Services) to develop '‘criteria” 
dealing with toxic materials and harmful physi- 
cal agents that describe “exposure Levels that 
are safe for various periods of employment.” 
HEWs obligations under this section have been 
delegated to NIOSH. 29 U.S.C. § 671. 

11. See Dept. Ot HEW, NIOSH, Criteria for a 
Recommended Standard— Occupational Expo- 
sure to Benzene 74-75 (Pub.No. 74-137, 1974), 

1 Record, Ex. 2-3. In response to a letter from 
the Director of the Office of Standards Divi- 
sion, NIOSH suted that its 10 ppm standard 
was designed to protect against leukemia, as 
well as other health risks, NIOSH noted, how- 
ever, that further research was necessary in 
order to establish adequate dose-response data 
for benzene and leukemia. 12 Record, Ex. 32A, 
32B. 

12. Aksoy published another study in 1976 re- 
porting on an additional eight leukemia cases 
uncovered after 1973. In that article, he also 
noted that a 1969 ban on the use of benzene as 
a solvent had led to a decline in the numbe^ of 
reported leukemia cases beginning in 1974. 
Aksoy, Types of Leukemia in Chronic Benzene 
Poiscnlng, 55 Acta Haematologica 65 (1676), 1 
Record, Ex. 2-30. Vlgliani also noted a decline 
in leukemia cases in Italy after benzene was no 
longer used In glues and inks. See Viglianl & 
Forni, Benzene and Leukemia, 1 1 Environmen- 
tal Res. 122 (1676), 1 Record, Ex. 2-15; Viglla- 
ni. Leukemia Assc3dated with Benzene Expo- 
sure, 271 Annals N. Y. Acad, of Sciences 143 
(1676), 2 Record, Ex. 2-49. In the latter study 
Vlgliani noted that in the past 100% pure ben- 
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J^ae an_[August 1976 revision of it@ earlier rec- 
ommendation, NIOSH stated that these stu-^ 
dies provided “conclusive” proof of a causal 
connection between benzene and leukemia. 
1 Record, Ex. 2-^, p. 10. Although it ac- 
knowle(^ed that none of the intervening 
studies had provided the dose-response data 
it had found lacking two years earlier, id., 
at 9, NIOSH nevertheless recommended 
that the exposure limit be set low as possi- 
ble. As a result of this recommendation, 
OSHA contracted with a consulting firm to 
do a study on the costa to industry of com- 
plying with the 10 ppm standard then in 
effect or, alternatively, with whatever stan- 
dard would be the lowest feasible. Tr. 505- 
506. 

In October 1976, NIOSH sent another 
memorandum to OSHA, seeking accelera- 
tion of the rulemaking process and “strong- 
ly” recommending the issuance of an emer- 
gency temporary standard pursuant to 
§ 6(c) of the Act. 29 U.S.C. § 656(c), « for 

zene solvents had been used and workers had 
been exposed on a prolonged basis to concen- 
trations of 200-500 ppm, with peaks of up to 
1500 ppm. 

A number of epidemiological studies were 
also done among American rubber workers 
during this period. Dr. A. J. McMlchael’s stu- 
dies indicated a ninefold increase in the risk of 
contracting leukemia among workers who were 
heavily exposed In the lOWs and 1950*8 to 
pure benzene used as a solvent. McMichael, 
Spirtas, Kupper, & Gamble, Solvent Exposure 
and Leukemia Among Rubber Workers: An 
Epidemiologic Study, 17 J. of Occup.Med. 234. 
238 (1975), 2 Record, Ex. 2-37. See also And- 
jetkovic, Taulbee, & Symons, Mortality Experi- 
ence of a Cohort of Rubber Workers. 1964- 
1973, 18 J. of Occup.Med. 387 (1976), 2 Record. 
Ex. 2-54 (also indicating an excess mortality 
rate from leukemia among rubber workers). 

13. Section 656Cc) provides: 

“(1) The Secretary shall provide, without re- 
gard to the requirements of chapter 5 of title 5, 
for an emergency temporary standard to take 
immediate effect upon publication in the Feder- 
al Register if he determines (A) that employees 
are exposed to grave danger from exposure to 
substances or agents determined to be toxic or 
physicaDy harmful or from new hazards, and 
(B) that such emergency standard is necessary 
to protect employees fr'om such danger. 

“(2) Such standard shall be effective until 
superseded by a standard promu^ated in ac- 


benzene and two other chemicals believed 
tojbe carcinogens. NIOSH recommended fsai 
that a 1 ppm exposure limit be imposed for 
benzene.“ 1 Record, Ex. 2-6. Apparently 
because of the NIOSH recommendation, 
OSHA asked its consultant to determine the 
cost of complying with a 1 ppm standard 
instead of with the “minimum feasible” 
standard. Tr. 506-507. It also issued vol- 
untary guidelines for benzene, recommend- 
ing that exposure levels be limited to 1 ppm 
on an 8-hour timc-we^hted average biis 
wherever possible. 2 Record, Ex. 2-44. 

In the spring of 1976, NIOSH had select- 
ed two Pliofilm plants in St. Marys and 
Akron, Ohio, for an epidemiological study 
of the link between leukemia and benzene 
exposure. In April 1977, NIOSH forwarded 
an interim report to OSHA indicating at 
least a fivefold increase in the expected 
incidence of leukemia for workers who had 
been exposed to be npe ne at the two plants 
from 1940 to 1949.*® The report submitted 

cordance with the procedures prescribed in 
paragraph (3) of this subsection. 

“O) Upon publication of such sUndard in 
the Federal Register the Secretary shall com- 
mence a proceeding in accordance with subsec- 
tion (b) of this section, and the standard as 
published shall also serve as a proposed rule 
for the proceeding. The Secretary shall 
promulgate a standard under this paragraph no 
later than six months after publication of the 
emergency standard as provided in paragraph 
(2) of this subsection.” 

14. At the hearing on the permanent standard 
NIOSH representatives testified that they had 
selected 1 ppm initially in connection with the 
issuance of a proposed standard for vinyl chlo- 
ride. In that proceeding they had discovered 
that I ppm was approximately the lowest level 
detectable through the use of relatively unso- 
phisticated monitoring instruments. With re- 
spect to benzene, they also thought that 1 ppm 
was an appropriate standard because any low- 
er standard might require the elimination of the 
small amounts of benzene (in some places up 
to 0,5 P|>m) that are normally present in the 
atmosphere. Tr. 1142-1143. NIOSH’s recom- 
mendation was itot based on any evaluation of 
the feasibility, either technological or econom- 
ic, of eliminating all exposures above 1 ppm. 
id., at 1 156. 

15, Seven fatalities from leukemia were discov- 
ered out of the 748 workers surveyed, How- 
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to OSHA erroneously suggested that expo- 
sures in the two plants had generally been 
between zero and 15 ppm during the period 
in question.^* As a result of this new evi- 
j«ts dence jand the continued prodding of 
NIOSH, 1 Reoord, Ex. 2-7, OSHA did issue 
an emergency standard effective May 21» 
1977, reducing the benzene exposure limit 
from 10 ppm to 1 ppm, the ceiling for 
exposures of up to 10 minutes from 25 ppm 
to 5 ppm, and eliminating the authority for 
peak ooDcentrations of 50 ppm. 42 Fed. 
Reg. 22616 (1977). In its explanation ac- 
companying the emergency standard, 
OSHA stated that benzene had been shown 
to cause leukemia at exposures below 25 
ppm and that, in light of its consultant's 
report, it was feasible to reduce the expo- 
sure limit to 1 ppm. Id., at 22517, 22521. 

On May 19, 1977, the Court of Appeals 
for the Fifth Circuit entered a temporary 

ever, Dr. Infante, who conducted the study, 
stated that his statistical techniques had proba- 
bly underestimated the number of leukemia 
cases that had actually occurred, id., at 747. 
The normal expected incidence of leukemia in 
such a population would be 1.4. 2 Record, Ex. 
2-51, p. 6. 

la. The authors’ statement with respect to ex- 
posure levels was based on a 1946 report by 
the Ohio Industrial Commission indicating that 
after some new ventilation equipment had been 
Installed, exposures at the St. Marys plant had 
been brought within "safe" limits, in most in- 
stances ranging ftom zero to 10 to 15 ppm. Id., 
at 3. As the authors later admitted, the level 
considered “safe” in 1946 was 100 ppm. Tr. 
dl4-SlS. Moreover, only one of the seven 
workers who died of leukemia had begun work- 
ing at St. Marys after 1946. Five of the others 
had worked at the Akron plant, which em- 
ployed 310 of the 748 workers surveyed. fdl,at 
2537-2538. A 1948 repeat by the Ohio Depart- 
ment of Health Indicated exposure levels at the 
Akron plant of well over 100 ppm, with excur- 
sions In some areas up to 1,000 ppm. 17 Rec- 
ord, Ex. 84A, App. A, pp. 61-62. Surveys tak- 
en in the Intervening years, as well as testimo- 
ny by St. Marys employees at the hearing on 
the proposed standard, Tr. 3432-3437, indi- 
cated that both of the plants may have had 
reladvety high exposures through the ld70’s. 

Industry r^>resefltatives argued at the hear- 
ing that this evidence indicated that the expo- 
sure levels had been very high, as they had 
been In the other epidemiological studies con- 
ducted in the past. See Post-Hearing Brief for 
American Pe^letun Institute in No. H-059 


restraining order preventing the emergency 
standard from taking effect. Thereafter, 
OSHA abandoned its effwis to make the 
emergency standard effective and instead 
issued a proposal for a permanent standard 
patterned almost entirely after the aborted 
emergency standard. Id., at 27452. 

In its published statement giving notice 
of the proposed permanent standard, OSHA 
did not ask for comments as to whether or 
not benzene presented a significant he^th 
risk at exposures of 10 ppm or less. Rather, 
it asked for comments as to whether 1 ppm 
was the minimum feasible exposure limit*^ 

Ibid.. Afl OSHA's Deputy Director of 
Health Standards, Grover Wrenn, testified 
at the hearing, this formulation I of the issue J«34 
to be considered by the Agency was consist- 
ent with OSHA's general policy witl\ re- 
spect to carcinogens.^ Whenever a card- 

(OSHRC), pp. 23-37, 31 Record. Ex, 217-33, 
pp. 23-37. NIOSH witnesses, however, simply 
stated that actual exposure levels for the years 
in question could not be determined; they did 
agree, however, that their study should not be 
taken as proof of a fivefold increase in leuke- 
mia risk at 19-15 ppm. Tr. 814-815- In its 
explanation of the permanent standard, OSHA 
agreed with the NIOSH witnesses that no dose- 
response relationship could be Inferred from 
the study: 

“Conunents at the hearing demonstrated that 
there were area exposures during this study 
period exceeding these levels [19-15 ppm], at 
times reaching values of hundreds of parts per 
million. Since no personal monitoring data are 
available, any conclusion regarding the actual 
individual time-weighted average exposure is 
speculative. Because of the lack of definitive 
exposure data, OSHA cannot derive any con- 
clusions linking the excess leukemia risk ob- 
served with any specific exposure level.” 43 
Fed.Reg. 5927 (1978). 

17. OSHA also sought public comment as to 
whether certain industries should be exempt 
from compliance, whether the proposed com- 
pliance procedures and labeling techniques 
were adequate, what the environmental and 
economic consequences of the regulation would 
be, and whether it was feasible to re^riace ben- 
zene in solvents and other products of which it 
constituted more than 1%, 

18, It became clear at the hearing that OSHA 
had not promulgated the (Hoposed standard in 
response to any new concern about the non- 
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nogen is involved, OSHA will presume that 
no safe level of exposure exists in the ab- 
sence of clear proof establishing such a lev- 
el and will accordingly set the exposure 
limit at the lowest level feasible.^® The 
proposed 1 ppm closure limit in this case 
thus was est^lished not on the basis of a 
proven hazard at 10 ppm, but rather on the 
basis of "OSHA's best judgement at the 
time of the proposal of the feasibility of 
compliance with the proposed standard by 
the [ajffected industries.” Tr. 30, Given 
OSHA's cancer policy, it was in fact irrele- 
vant whether there was any evidence at all 
of a leukemia risk at 10 ppm. The import 
tant point was that there was no evidence 
that there was not aon^ risk, however 
small, at that level. The fact that OSHA 


did not ask for comments on whether there 
was a safe level of exposure for benzene 
was indicative of its further view that a 
demonstration of such absolute safety sim- 
ply could not be made.^® 

PuUic bearings were held on the pro- 
posed standard, commencing on July 19, 
1977. The final standard was issued on 
February 10, 1978. 29 CPR § 1910.1028 
(1979).*' In its final form, the benzene 
standard is designed to protect workers 
from whatever hazards are associated with 
low-level benzenejexposures by requiring 
employers to monitor workplaces to deter- 
mine the level of exposure, to provide medi- 
cal examinations when the level rises above 
0v5 ppm, and to institute whatever engi- 


maUgeuuit effects of k>w-levet beozene expo- 
sure. See Tr. 128-127: 

“Is U accurate to say that the reason why 
the — why OSHA has proposed to reduce the 
exposure limits in the standard below the cur- 
rent levels Is because of a perceived risk of 
leukemia, and not because of any new evidence 
It has received that the current standards arc 
inadequate to protect against acute or chronic 
benzene toxicity, other than leukemia? 

“MR, WRENN: I think I will simply refer the 
part of my statement you were referring to. in 
which it Says, U Is however benzene's leukemo- 
genidty which is of greatest concern to OSHA. 
That is certainly the central issue within the 
ETS [emergency temporary standard] and the 
proposed standard.’’ 

19. Mr. Wrenn testified: 

“The proposed standard requires that em- 
plojree exposure to benzene In air be reduced to 
one part per million, with a five part per million 
ceiling allowable over any fifteen minute period 
during an eight hour work shift, and prohibits 
eye or prolonged skin contact with liquid ben- 
zene. 

“This airborne exposure limit is based on 
OSHA’s established regulatory policy, that in 
the absence of a demonstrated safe level, or a 
no eftect level for a carcinogen. It will be as- 
sumed that none exist, and that the a^cy will 
attempt to limit employee exposure to the low- 
est level feasible." id., at 29-30. 

See also: 

“MR. WARREN: Mr. Wrenn, in promulgat- 
ing the emergency temporary, and proposed 
permanent, benzene standards, OSHA relies 
heavily, and I am quoting from your testimony 
now, on the r^ulatory policy that there is no 
safe level for carcinogens at any— for any ex- 
posed population, and the fact that leukemia, 


and a leukemogen is a carcinogen, is that cor- 
rect? 

“MR. WRENN; J believe that I stated that 
slightly differently in my oral summary of the 
statement than it is stated in the statement 
itself. I said that in the absence of a known or 
demonstrated safe level or no effect level, our 
policy is to assume that none exists, arid to 
regulate accordingly." Id^ at 48-49, 

“MR. WRENN: 1 would prefer to slate it as 1 
have on a couple of occasions already this 
morning, and that in the absence of a demon- 
strated safe level of exposure, we vdll assun>e 
that none exists for the purpose of regulatory 
policy.” Id., at 50. 

29. In answer to the question of what demon- 
stration would suffice to establish a “safe lev- 
el,” Mr. Wrenn stated: 

"I would like to draw a distinction, however, 
between what I have referred to as the demon- 
stration that a safe level exists, and speculation 
or elaborate theories that one may make, and I 
think that the agency in its history and very 
likely its future regulatory policy, would, In the 
face of evidence demonstrating that a carcino- 
genic hazard does exist or did exist, in this 
particular set of circumstances, would be very 
reluctant to accept as the basis for its regula- 
tory decisions, a theoretical argument that a 
safe level may, in fact, exist for a particular 
mbstance." Id., at 51-52. 

A NIOSH representative who testified later put 
it more succinctly, stating that . . if 

benzene causes leukemia, and if leukemia is a 
cancer, then exposure really is almost moot.” 
id., at 1007. 

21. An amendment to the standard was promul- 
gated on June 27, 1978. 43 Fed.Eteg. 27962. 
See n. 22, infra. 
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neering or other controls are necessary to 
keep exposures at or below 1 ppm. 

In the standard as originally proposed by 
OSHA, the empbyer's duty to monitor, 
keep records, and provide medical examina- 
tjona arose whenever any benzene was 
present in a workplace covered by the 
rule.^ Because benzene is omnipresent in 
small quantities, NIOSH and the Presi- 
dent’s Council on Wage and Price Stability 
recommended the use of an “action level^ 
to trigger monitoring and medical examina- 
tion requirements. Tr. 1080-1032; App. 
121-133. OSHA accepted this recommen- 
dation, providing under the final standard 
that, if initial monitoring discloses benzene 
concentrations below 0.6 ppm averaged over 
an 8-hour work day, no further action is 
required unless thm is a change in the 
company’s practices.® If exposures are 
IwT above the action lleveL but below the 1 ppm 
exposure limit, employers are required to 
monitor exposure levels on a quarterly basis 
and to provide semiannual medical exami- 
nations for their exposed employees. Nei- 
ther the concept of an action level, nor the 

22. Apart from Its exclusion of gasoline storage 
and distribution facilities (an exclusion retained 
in the final rule, see text, at n. 25, Infra ). the 
proposed rule also excluded from coverage 
woric operations in which liquid mixtures con- 
taining 1% or less benzene were used. After a 
year this exclusion was to be narrowed to oper- 
ations where 0.1% benzene solutions were 
used. The rationale for the exclusion was that 
airborne exposures from such liquids would 
generally be within the 1 ppm limit. However, 
testimony at the hearing on the proposed rule 
Indicated that there was no “consistent predict- 
able relationship" between benzene content in 
a liquid and the resulting airborne exposure. 
Therefore, OSHA abandoned the idea of a per- 
centage exclusion for Uquid benzene In its final 
standard. 43 Fed.Reg.5942 (1978). 

OSHA later reconsidered Its position and. In 
an amendment to the permanent standard, re- 
instated an exdu^Lon for liquids, setting the 
level at 0.5%, to be reduced to 0.1% after three 
years, id., at 279^. 

23- The exemption fi«m the monitoring and 
medical testl^ portions of the standard for 
wor^laces with benzene exposure levels be- 
low 0.5 ppm was not predicated on any finding 
that regulation of such workplaces was not 
feasible. OSHA’s consultant, Arthur D. Uttie. 
Inc., concluded that 1 ppm was a feasible expo- 


specific level selected by OSHA, is chal- 
lenged in this proceeding. 

Whenever initial monitoring indicates 
that employees are subject to airborne con- 
centrations of benzene above 1 ppm aver- 
aged over an 8-hour workday, with a ceiling 
of 6 ppm for any 15-minute period, employ- 
ers are required to modify their plants or 
institute work practice controls to reduce 
exposures within permissible limite. Con- 
sistent with OSHA'b general policy, the reg- 
ulation does not allow respirators to be used 
if engineering modifications are technologi- 
cally feasible.® Employers in this category 
are also required to perform monthly moni- 
toring so long as their workplaces remain 
above 1 ppm, provide semiannual medical 
examinations to exposed workers, post signs 
in and restrict access to “regulat^ areas” 
where the permissible exposure limit is ex- 
ceeded, and conduct employee training pro- 
grams where necessary. 

The standard also places strict limits on 
exposure to liquid i benzene. As originally _l*s< 
framed, the standard totally prohibited any 
skin or eye contact with any liquid contiun- 

surc limit even assuming that thorc was no 
actlOD level (or. to put It another way, assum- 
ing that the action level was zero). Rather, it 
was. as NIOSH witnesses stated, a practical 
decision based on a determination that, where 
benzene exposures are below 0.5 ppm, they will 
be unlikely ever to rise above the permissible 
exposure level of I ppm. NIOSH was also 
concerned that. In the ^sence of an action 
level, employers who used sophisticated analyt- 
ical equipment might be required to monitor 
and provide medical examinations simply be- 
cause of the presence of benzene in the am- 
bient air. Tr. 1030-1032, 1133-1134. 

24. Indeed, in Its explanation of the standard 
OSHA states that an employer Is required to 
institute engineering controls (for example, in- 
stalling new ventilation hoods) even If those 
controls are insufficient, by themselves, to 
achieve compliance and respirators must there- 
fore be used as well, 43 Fed.Reg 5952 (1978). 
OSHA's preference for engineering modifica- 
tions is based on Its opinion thtti respirators are 
rarely used prc^rty (because they are uncom- 
fortable, are often not properly fitted, etc.) and 
therefore cannot be considered adequate pro- 
tective measures. 
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ing any benzene. Ultimately, after the 
etandaM was challenged, OSHA modified 
this prohibition by excluding liquids con- 
taining less than 0.5% benzene. After three 
years, that exclusion will be narrowed to 
liquids containing less than 0.1% benzene. 

The permanent standard is expressly in- 
applicable to the storage, transportation, 
distribution, sale, or use of gasoline or other 
fuels subsequent to dischai^ from bulk 
terminals.® This exception is particularly 
significant in lij^t of the fact that over 
795,000 gas station employees, who are ex- 
posed to an average of 102,700 gallons of 
gasoline (containing up to 2% benzene) an- 
nually, are thus excluded from the protec- 
tion of the standard.® 

As presently formulated, the benzene 
standard is an expensive way of providing 
some additional protection for a relatively 
small number of employees. According to 
OSHA’s figures, the standard will require 
capital investments in engineering controls 
of approximately $266 million, first-year op- 
erating costa (for monitoring, medical test- 
ing, employee training, and respirators) of 
$1^ million to $M5 million and irecurrtng 

25. It Is also inapplicable to work operations 
Involviitg 0.5% liquid benzene (0.1% after 
three years), see n. 22, supra, and to the han- 
dling of benzene in sealed containers or sys< 
terns, except Insofar as employers are required 
to provide cautionary iMtices and appropriate 
employee training. 

26. Prior to the introduction of the action-level 
concept, A. D. Little estimated that compliance 
costa for the service station Industry might be 
as high as 54 bdllion. Tr. 505-509. Moreover, 
A. D. Little’s Economic Impact Statement indi- 
cated that Service station employees were gen- 
erally exposed to very low levels of benzene. 1 
Economic Impact Statement, p. 4-21; 11 Rec- 
ord, Ex. 5A, p. 4-21. Still, in its explanation 
accompanying the permanent standard OSHA 
did not rule out regulation of this industry 
entirely, stating that it was In the process of 
studying whether and to what extent it should 
regulate exposures to gasoline in general 43 
Fed.Reg. 5943 (1978). 

27. OSHA's estimate of recurring annual costs 
was based on the assumption that the exposure 
levels it had projected would be confirmed by 
initial monitoring and that, after the first year, 
engineering controls would be successful in 
bringing most exposures within the 1 ppm lim- 


annu^ costs of approximately $34 million,” 
43 Fed.Reg. 5934 (1978). The figures out- 
lined ID OSHA’s explanation of the costs of 
compliance to various industries indicate 
that only 35,000 employees would gain any 
benefit from the regulation in terms of a 
reduction in their exposure to benzene.® 
Over two-thirds of these workers (24,450) 
are employed in the rubber-manufacturing 
industry. Oompliance costs In that industry 
are estimated to be rather low, with no 
capital costs and initial operating expenses 
estimated at only $34 million ($1,390 per 
employee); recurring annual costs would 
also be rather low, totalling less than $1 
million. By contrast, the segment of the 
petroleum refining industry that produces 
benzene would be required to incur $24 
imllion in capital costs and $600,000 in first- 
year operating expenses to provide addi- 
tional protection for 300 workers ($82,000 
per employee), while the petrochemical in- 
dustry would be required to Incur $20.9 
million in capital costs and $1 million in 
initial operating expenses for the benefit of 
552 employees ($39,675 per employee).® 
Id., at 5936-5938. 

it. Under these circumstances, the need for 
monitoring, medical examinations, and respira- 
tors would, of Course, be drastically reduced. 

25. Three hundred of these employees worfc In 
benzene plants, 5,000 in other petroleum refin- 
eries, 4,000 in light oil plants, 552 in the petro- 
chemical industry, 156 in benzene transporta- 
tion, 1,250 in laboratories, 11,400 in tire-manu- 
facturing plants, and 13,050 in other rubber- 
manufacturing plants, OSHA also estimated 
that amother 16,216 workers (5,000 in petrole- 
um refineries, 1,104 in the petrochemical indus- 
try, 7,300 in bulk tenninals, 312 in benzene 
transportation, and 2,500 In laboratories) 
would be exposed to 0.5 to I ppm of benzene 
and thus would receive a benefit in terms of 
more comprehensive medical examinations. 
Id, at 5936-593S. 

29. The high cost per employee in the latter two 
industries is attributable to OSHA's policy of 
requiring engineering controls rather than al- 
lowing respirators to be used to reduce expo- 
sures to the permissible limit. The relatively 
low estimated cost per employee in the rubber 
industry i$ based on OSHA’s assumption that 
other solvents and adhesives can be substituted 
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l»» jAlthongh OSHA did not quantify the ben- 
efits to each category of worker in terms of 
decreased exposure to benzene, it appears 
from the economic impact study done at 
0SHA*& direction that those benefits may 
be relatively small. Thus, although the cur- 
rent exposure limit is 10 ppm, the actual 
exposures outlined in that study are often 
considerably lower. For example, for the 
period 1970-1975 the petrochemical indus- 
try reported that, out of a total of 496 
employees exposed to benzene, only 53 were 
exposed to levels between 1 and 5 ppm and 
only 7 (all at the same plant) were exposed 
to between 5 and 10 ppm. 1 Economic 
Impact Statement, p. 4-6, Table 4-2, 11 
Record, Ex 6A, p. 4r-6, Table 4-2. See also 
id., Tables 4.3-4.S (indicating sample expo- 
sure levels in various industries). 

II 

[2] The critical issue at this point in the 
litigation is whether the Court of Appeals 
was correct in refusing to enforce the 1 
ppm exposure limit on the ground that it 
was not supported by appropriate find- 
ings." 

lisi _i£3] Any discussion of the 1 ppm expo- 
sure limit must, of course, begin with the 
Agency’s rationale for imposing that limit" 
The written explanation of the standard 
fills 184 pages of the printed appendix. 

for those that contain benzene and that capital 
costs will therefore not be required. 

30. The other Issue before us Is whether the 
Court of Appeals correctly refused to enforce 
the dermal contact ban. That issue is dis- 
cussed in Part IV, Infra. 

In the court below respondents also chal- 
lenged the monitoring and medical testing re- 
quirements, arguing that certain Industries 
should have been totally exempt from them 
and that, as to other industries, the Agency had 
not demonstrated that all the requirements 
were reasonably necessary to ensure worker 
health and safety. They also argued that 
OSHA's requirement that the permissible expo- 
sure limit met through engineering ciMUrols 
rather than through respirators was not rea- 
sonably necessary under the Act. Because it 
Invalidated the 1 ppm exposure limit, the riftfa 
Circuit had no occasion to deal with these is- 
sues, and they are not now before this CourL 


Much of it ia devoted to a discussion of the 
voluminous evidence of the adverse effects 
of exposure to benzene at levels of concen- 
tration well above 10 ppm. This discussion 
demonstrates that there is ample justifica- 
tion for regulatii^ occupational exposure to 
benzene and that the prior limit of 10 ppm, 
with a ceilii^ of 26 ppm (or a peak of 50 
ppm) was reasonable. It does not, however, 
provide direct support for the Agency’s con- 
clusion that the limit should be reduced 
from 10 ppm to 1 ppm. 

The evidence in the administrative record 
of adverse effects of benzene exposure at 
10 ppm is sketchy at best. OSHA noted 
that there was "no dispute” that certain 
nonmalignant blood disorders, evidenced by 
a reduction in the level of red or white cells 
or platelets in the blood, could result from 
exposures of 25—40 ppm. It then stated 
that several studies had indicated that rela- 
tively slight changes in normal blood values 
could result from exposures below 25 ppm 
and perhaps below ID ppm. OSHA did not 
attempt to make any estimate based on 
these studies of how significant the risk of 
nonmalignant disease would be at expo- 
sures of 10 ppm or less." Rather, it stated 
that because of the lack of data concerning 
the linkage between low-level exposures 
and blood abnormalities, it was impossible 
to construct a doae-responae I curve at this 

31. As we have often held, the validity of an 
agency's determination must be Judged on the 
basis of the agency's stated reasons for making 
that determination. See SEC v. Chenery Corp., 
318 US. 60, 95, 63 S.Q. 454. 462, 87 L.£d. 626 
("[Ain administrative order cannot be upheld 
unless the grounds upon which the agency act- 
ed in exercising its powers were those upon 
which ita action can be sustained"); FPC v. 
Texaco /no, 417 U.S. 380, 397, 94 S.Ct. 2315. 
2326, 41 L.Ed.2d 141; FTC v. Sperry & Hutch- 
inson Co., 405 U.S. 233. 249. 92 S.a. 898. 907, 
31 LEd.2d 170. 

32. As OSHA Itself noted, some blood abnor- 
malities caused by benzene exposure may not 
have any (flscernible health effects, white oth- 
ers may lead to slgnlflcant impairment and 
even death. 43 Fed.Reg. 5921 (1978). 
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time.” OSHA did conclude, however, that 
the studies demonstrated that the current 
10 ppm exposure limit was inadequate to 
ensure that no single worker would suffer a 
nonmalignant blood disorder as a result of 
benzene exposure. Noting that it is “cus> 
ternary” to set a permissible exposure limit 
by applying a safety factor of Id-lOO to the 
lowest level at which adverse effects had 
been observed, the Agency stated that the 
evidence supported the conclusion that the 
limit should be set at a point “substantially 
less than 10 ppm'* even if benzene's leukem- 
ic effects were not considered. 43 Fed.Reg. 
5924-6925 (1978), OSHA did not state, 
however, that the nonmalignant effects of 
benzene exposure justified a reduction in 
the permissible exposure limit to 1 ppm.“ 

OSHA also noted some studies indicating 
an increase in chromosomal aberrations in 
M33 workers chronically exposed tojfoncentra- 
tions of benzene “probably less than 25 
ppm.” However, the Agency took no de- 
finitive position as to what these aberra- 
tions meant in terras of demonstrable 
health effects and stated that no quantita- 
tive dose-response relationship had yet been 
established. Under these circumstances, 
chromosomal effects were categorized by 
OSHA as an “adverse biological event of 
serious concern which may pose or reflect a 
potential health risk and os such, must be 
considered in the larger purview of adverse 

33. “A dose-response curve shows the relation- 
ship between different exposure levels and the 
risk of cancer [or any other disease] associated 
with those exposure levels. Generally, expo- 
sure to higher levels carries with It a higher 
risk, and exposure to lower levels is accompa- 
nied by a reduced risk.*’ 581 F.2d, at 504, n. 
24. 

OSHA’s comments with respect to the insuf- 
ficiency of the data were addr^sed primarily to 
the lack of data at low exposure levels. OSHA 
did not discuss whether it was possible to make 
a rough estimate, based on the more complete 
epidemiological and animal studies done at 
higher exposure levels, of the slgnihcance of 
the risks attributable to those levels, nor did it 
discuss whether It was possible to extrapolate 
horn such estimates to derive a risk estimate 
for low-level exposures, 


health effects associated with benzene.” 

M., at 5932-6934. 

With respect to leukemia, evidence of an 
increased risk (j. a, a risk greater than that 
borne by the general population) due to 
benzene exposures at or below 10 ppm was 
even sketchier. Once OSHA acknowledged 
that the NlOSH study it had relied upon in 
promulgating the emergency standard did 
not support its earlier view that benzene 
had been shown to cause leukemia at con- 
centrations below 26 ppm, see 2853, supra, 
there was only one study that provided any 
evidence of such an increased risk. That 
study, conducted by the Dow Chemical Co., 
uncovered three leukemia deaths, versus 0.2 
expected deaths, out of a population of 594 
workers; it appeared that the three work- 
ers had never been exposed to more than 2 
to 9 ppm of benzene. The authors of the 
study, however, concluded that it could not 
be viewed as proof of a relationship be- 
tween low-levd benzene exposure and leu- 
kemia because all three workers had proba- 
bly been occupationally exposed to a num- 
ber of other potentially carcinogenic chemi- 
cals at other points in their careers and 
because no leukemia deaths had been un- 
covered among workers who had been ex- 
posed to much higher levels of benzene. In 
its explanation of the permanent standard, 
OSHA stated that the possibility that these 
three leukemias had been caused by ben- 
zene exposure could not b e | r uled out and lo* 

34. OSHA did not invoke the automatic rule of 
reducing exposures to the lowest limit feasible 
that it applies to cancer risks. Instead, the 
Secretary reasoned that prudent health policy 
merely required that the permissible exposure 
Umit be set “sufficiently below the levels at 
which adverse effects have been observed to 
assure adequate protection for all exposed em- 
ployees." 43 Fed.Reg. 5925 (1978). While 
OSHA concluded that application of this rule 
would lead to an exposure limit “substantially 
less than 10 ppm," it did not state either what 
exposure level it considered to present a signifi- 
cant risk of harm or what safety factor should 
be applied to that level to establish a permissi- 
ble exposure limit- 

35. While citing these studies, OSHA also noted 
that other studies of similarly exposed workers 
had not indicated any increased level of chro- 
mosome damage. 
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that the study, although not evidence of an 
increased risk of leukemia at 10 ppm» waa 
therefore “consistent with the findings of 
many studies that there is an excess leuke- 
mia risk among benzene exposed employ- 
ees.” 43 Fed.Reg. 6928 (1978). The Agen- 
cy made no finding that the Dow study, any 
other empirical evidence, or any opinion tes- 
timony demonstrated that exposure to ben- 
zene at or below the 10 ppm level had ever 
in fact caused leukemia. See 581 F.2d, at 
608, where the Court of Appeals noted that 
OSHA was “unable to point to any empiri- 
cal evidence documenting a leukemia nsk at 
10 ppm . . 

In the end OSHA's rationale for lowering 
the permissible exposure limit to 1 ppm was 
bas^, not on any finding that leukemia has 
ever been caused by exposure to 10 ppm of 
benzene and that It will Bot be caused by 
exposure to 1 ppm, but rather on a series of 
assumptions indicating that some leukemias 
might result from exposure to 10 ppm and 
that the number of cases might be reduced 

S6. ‘The evidence in the record conclusively es- 
tablishes that benzene is a human carcinogen. 
The determination of benzene's ieukemogenld- 
ty Is derived from the evaluation of all the 
evidence in totality and is not based on any one 
particular study. OSHA recognizes, as Indi- 
cated above that individual reports vary consld- 
. erably in quality, and that some investigations 
have s^i^cant methodologlca] deficiencies. 
While recognizing the strengths and weaScness- 
es in individual studies, OSHA nevertheless 
concludes that the benzene record as a whole 
clearly establishes a causal relationship be- 
tween benzene and leukemia." Id, at 6S31. 

37. In rejecting these studies, OSHA stated that: 
**Altbough the epidemiological method can pro- 
vide strong evidence of a causal relationship 
between exposure and disease in the case of 
positive findings, it Is by its very nature rela- 
tively crude and an insensitive measure." Af- 
ter noting a number of specific ways in which 
such studies are often defective, the Agency 
stat^ that it Is ‘^OSHA’s policy when evahiat- 
lug negative studies, to hold them to higher 
standanls of methodological accuracy." Id, at 
5931-5932. Viewing the industry studies in 
ttiifi light, 03HA concluded that each of them 
had sufRclent methodological defects to make 
them unreliable Indicators of the safety of low- 
level exposures to benzene. 

38. OSHA rejected this testimony in part be- 
cause it believed the exposure data in the epi- 


by reducing the exposure level to 1 ppm. 

In reaching that result, the Agency first 
unequivocally concluded that benzene is a 
human carcinogen.** Second, it concluded 
that industry had failed to prove that there 
is a safe threshold level of exposure to 
benzene below which no excess leukemia 
cases would occur. In reaching this conclu- 
sion OSHA rejected industry contentions 
that certain epidemiological studies indicat- 
ing no excess risk of leukemia among work- 
ers exposed at levels below 10 ppm were 
sufficient to establish that the threshold 
level of safe exposure was at or above 1 10 Ji*® 
ppm.*^ It also rejected an industry witness" 
testimony that a dose-response curve could 
be constructed on the basis of the reported 
epidemiological studies and that this curve 
indicated that reducing the permissible ex- 
posure limit from 10 to 1 ppm would pre- 
i^nt at most one leukemia and one other 
cancer death every six years.** 

Third, the Agency applied its standard 
policy with respect to carcinogens,” con- 

demiological studies to be inadequate to f097nu- 
late a dose-response curve. It also indicated 
that even if the testimony was accepted— in- 
deed as long as there was any increase in the 
risk of cancer— the Agency was under an obli- 
gation to "select the level of exposure which is 
most protective of exposed employees." Id, at 
5941. 

39. In his dissenting opinion. Mr. Justice MAR- 
SHALL states that the Agency did not rely 
"blindly on some E>raconian carcinogen ‘poli- 
cy’ ** in setting a permissible exposure limit for 
benzene. He points to the large number of 
witnesses the Agency heard and the volumi- 
nous record it compiled as evidence that it 
relied instead on the particular facts concern- 
ing benzene. With all due respect, we disagree 
with Mr. Justice MARSHALL’S interpretation 
of the Agency’s rationale for its decision. After 
bearing the evidence, the Agency relied on the 
same policy view it had stated at the outset, see 
supra, at 2855, namely, that, in the absence of 
clear evidence to the contrary, it must be as- 
sumed that no safe level exists for exposure to 
a carcinogen. The Agency also reached the 
entirely predictable conclusion that industry 
had not carried its concededly Impossible bur- 
den, see n. 41, Infra, of proving that a safe level 
of exposure exists for benzene. As the Agency 
made clear later In its proposed generic cancer 
policy, see n. 51, infra, it ffelt compelled to allow 




97 


448 U.S. «37 INDUSTRIAL UNION ¥. AMERICAN PETROLEUM 2861 


Clt*M 100 SjCL 2844 (1980) 

eluding that, in the absence of definitive 


Jproof of a safe level, it must be assumed 
that any level above aero presents some 
increased risk of cancer.^ As the federal 
parties point out in their brief, there are a 
number of scientists and public health spe- 
cialists who subscribe to this view, theonz- 
ing that a susceptible person may contract 
cancer from the absorption of even one 
molecule of a carcinogen like benzene. 
Brief for Federal Parties 18-19.^* 

_l«7 jponrth, the Agency reiterated its view of 
the Act, stating that it was required by 
S 6(bX5) to set the standard either at the 
level that has been demonstrated to be safe 
or at the lowest level feasible, whichever is 
higher. If no safe level is established, as in 
this case, the Secretary*s interpretation of 
the statute automatically leads to the selec- 
tion of an exposure limit that is the lowest 
feasible." Because of benzene’s importance 
to the economy, no one has ever suggested 


that it would be feasible to eliminate its use 
entirely, or to try to limit exposures to the 
small amounts that are omnipresent Rath- 
er, the Agency selected 1 ppm as a worka- 
ble exposure level, see n. 14, supra, and then 
determined that compliance with that level 
was technologically feasible and that **the 
economic impact of . . . [compliance] 

will not be such as to threaten the financial 
welfare of the affected firms or the general 
economy.” 43 Fed.Reg. 5939 (1978). It 
therefore held that 1 ppm was the mini- 
mum feasible exposure level within the 
meaning of § 6(bX5) of the Act 
Finally, although the Agency did not re- 
fer in its discussion of the pertinent legal 
authority to any duty to identify the antici- 
pated benefits of the new standard, it did 
conclude that some benefits were likely to 
result from reducing the exposure limit 
from 10 ppm to 1 ppm. This conclusion was 
baaed, again, not on evidence, but rather on 


indusby witnesses to go over the same ground 
in each regulation dealing with a carcinogen, 
despite its policy view. The generic policy, 
wMch has not yet gone Into effect, was specih- 
cally designed to eliminate this duplication of 
effort in each case by foreclosing industry from 
arguing that there is a safe level for the particu- 
lar carcinGgen being regulated. 42 Fed.Reg. 
54154-M155 (1977), 

40. '*As stated above, the positive studies on 
benzene demonstrate the causal relationship of 
benzene to the Induction of leukemia. Al- 
though these studies, for the most part Involve 
high exposure levels, it Is OSHA’a view that 
once the carcinogenicity of a substance has 
been established qualitatively, any exposure 
must be considered to be attended by risk when 
considering any given population. OSHA 
therefore believes that occupational exposure 
to benzene at low levels poses a carcinogenic 
risk to workers.” 43 FedReg. 5932 (1978). 

41. The so<aUed “one hit” theory is based on 
laboratory studies indicating that one molecule 
of a carcinogen may react In the test tube with 
one molecule of DNA to produce a mutation. 
The theory U that, if this occurred In the hu- 
man body, the mutated molecule could repli- 
cate over a period of years and eventually de- 
velop into a cancerous tumor. $ee OSHA’s 
Proposed Rule on the Identification, Gassifica- 
tion and Regulation of Toxic Substances Posing 
a Potential Carcinogenic Risk, 42 Fed.Reg. 
54148, 54165-^167 (1977). Industry witness- 
es challenged this tbeMy, arguing that the pres- 
ence of several different defense mechanisms in 


the human body make It unlikely that a person 
would actually contract cancer as a result of 
absorbing ooe carcuiogenic molecule. Thus, 
the molecule might be detoxified before reach- 
ing a critical site, damage to a DNA molecule 
might be repaired, or a mutated DNA molecule 
might be destroyed by the body’s immunologi- 
cal defenses before it could develop into a can- 
cer. Tr. 2836. 

In light of the improbability of a person’s 
contracting cancer as a result of a single bit, a 
number of the sdentists testifying on both 
sides of the issue agreed that every Individual 
probably does have a threshold exposure limit 
below which he or she will not contract cancer. 
See, e. g., id., at 1179-1181. The problem, 
however, is that individual susceptibility ap- 
pears to vary greatly and there is at present no 
way to calculate each and every person’s 
threshold. Thus, even Industry witnesses 
agreed that if the standard must ensiu-e with 
absolute certainty that every single worker U 
protected from any risk of leukemia, only a 
zero exposure limit would suffice, /d, at 2492, 
2830. 

42. ‘There is no doubt that benzene is a carcino- 
gen and nmst, for the protection and safety of 
WOTkers, be regulated as such. Given the ina- 
bility to demonstrate a threshold or establish a 
safe level, it Is appropriate that OSHA pre- 
scribe that the permissible exposure to benzene 
be reduced to the lowest level feasible.” 43 
Fed.Reg. 5932 (1978). 
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the assumption that the risk of leukemia 
will decrease as exposure levels decrease. 
Although the Agency had found it impossi- 
ble to construct a dose-response curve that 
it SB would predict with any accuracy the tnum- 
ber of leukemias that could be expected to 
result from exposures at 10 ppm, at 1 ppm, 
or at any intemediate level, it nevertheless 
'Metermined that the benefits of the pro- 
posed standard are likely to be apprecia- 
ble”" 43 PedReg. 6041 (1978). In light 
of the Agency's disavowal of any ability to 
determine the numbers of employees likely 
to be adversely affected by exposures of 10 
ppm, the Court of Appeals held this finding 
to be unsupported by the record. 581 F.2dl, 
at 60S." 

It is noteworthy that at no point in its 
lengthy explanation did the A^ncy quote 
or even cite § 3(8) of the Act It made no 
finding that any of the provisions of the 
new standard were “reasonably necessary 
or appropriate to provide safe or healthful 
employment and places of employment.” 
Nor did it allude to the possibility that any 
such finding might have been appropriate. 

|w I III 

Our resolution of the issues in these cases 
turns, to a large extent, on the meaning of 
and the relationship between § 3(8), which 
defines a health and safety standard as a 
standard that is “reasonably necessary and 
appropriate to provide safe or healthful em- 
ployment,” and § 6(bX5), which directs the 
Secretary in promulgating a health and 

43. At an earlier point in Us explanation. OSHA 
stat^: 

'There is general agreement that benzene 
exposure causes leukemia as well as other fatal 
diseases of the bloodforming organs. In spite 
of the certainty of this conclusion, there does 
not exist an adequate scientific basis for estab' 
llshlng the quantitative dose response relation- 
ship between exposure to benzene and the in' 
duction of teukemla and other blood diseases. 
The uncertainty in both the actual magnitude 
of expected deaths and in the theory of extrap- 
olation from existing data to the OSHA expo- 
sure levels places the estimation of benefits on 
'the frontiers of scientific knowledge-’ While 
the actual estimation of the number of cancers 
to be prevented is highly uncertain, the evi- 
dence indicates that the number may be appre- 


safety standard for toxic materials to “set 
the standard which most adequately as- 
sures, to the extent feasible, on the basis of 
the best available evidence, that no employ- 
ee will suffer material impairment of 
health or functional capacity . 

In the (3ovemment*s view, § 3(8)'s defini- 
tion of the term “standard” has no legal 
significance or at beat merely requires that 
a standard not be totally irrational. It 
takes the position that § 6(bX5) is control- 
ling and that it requires OSHA to promul- 
gate a standard that either gives an abso- 
lute assurance of safety for each and every 
worker or reduces exposures to the lowest 
level feasible. The Government interprets 
“feasible” as meaning technologically 
achievable at a cost that would not impair 
the viability of the industries subject to the 
regulation. The respondent industry repre- 
sentatives, on the other hand, argue that 
the Ourt of Appeals was correct in holding 
that the “reasonably necessary and appro- 
priate” language of § 3(8), along with the 
feasibility requirement of § 6(bX5), requires 
the Agency to quantify both the costs and 
the benefits of a proposed rule and to con- 
clude that they are roughly commensurate. 

[4] In our view, it is not necessary to 
decide whether either the Government or 
industry is entirely correct. For we think it 
is clear that § 3(8) does apply to all perma- 
nent standards promulgate under the Act 
and that it requires the Secretary, before 
issuing any standard, to determine that it is 

dable. Thera is general agreement that even in 
the absence of the ability to establish a ‘thresh- 
old’ or 'safe* level for benzene and other carci- 
nogens, a dose response relationship is likely to 
exist; that is, exposure to higher doses carries 
with It a higher risk of cancer, and conversely, 
exposure to lower levels Is accompanied by a 
reduced risk, even though a precise quantita- 
tive relationship cannot be established.” Id., at 
6940. 

44. The court did, however, hold that the Agen- 
cy's other conclusions — that there is some risk 
of leukemia at 10 ppm and that the risk would 
decrease by decreasing the exposure limit to 1 
ppm — ^were supported by substantial evidence. 
581 F.2d, at 503. 
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reasonably necessary and approi»4ate to 
remedy a significant of material health 
impairment. Only after the Secretary has 
made the threshold determination that such 
_l«4o a risk exists iwith respect to a toxic sub- 
stance, would it be necessary to decide 
whether § 6(bK5) requires him to select the 
most protective standard he can consistent 
with economic and technological feasibility, 
or whether, as respondents argue, the bene- 
fits of the regulation must be commensu- 
rate with the costs of its implementation. 
Because the Secretary did not make the 
required threshold finding in these cases, 
we have no occasion to determine whether 
coats must be weighed against benefits in 
an appropriate case. 

A 

Under the Government’s view, § 8(8), if it 
has any substantive content at all,*® merely 
f«4» requires OSHA to issue standards that are 
reasonably calculated to produce a safer or 
more healthy work environment. Tr. of 
Oral Arg. 18, 20. Apart from this minimal 
requirement of rationality, the Government 
argues that § 3(8) imposes no limits on the 
Agency’s power, and thus would not pre- 

48. We cannot accept the argument that § 3(S) 
Is totally meaningless. The Act authorized the 
Secretary to promulgate three different kinds 
of standards-^ationa] consensus standards, 
permanent standards, and temporary emergen- 
cy standards. The only substantive criteria 
given for two of these — national consensus 
standards and permanent standards for safety 
hazards not covered by f 6(bX5)— are set forth 
In § 3. While it is true that $ 3 la entitled 
"definitions,” that feet does not drain each defi- 
nition of substantive content. For otherwise 
there would be no purpose In defining the crit- 
ical terms of the statute. Moreover, if the 
definitions were ignored, there would be no 
statutory criteria at all to guide the Secretary in 
promulgating either national consensus stan- 
dards or permanent standards other than those 
dealing with toxic materials and harmful physi- 
cal agents. We may not expect Congress to 
display perfect craftamanship, but It is unreal- 
istic to assume that it intended to give no 
direction whatsoever to the Secretary in pro- 
mulgating most of his standards. 

The structure of the separate subsection de- 
scribing emergency temporary standards. 29 
U.S.C. 1 655(c), quoted in □. 13, supra, supports 
this conclusion. It authorizes the Secretary to 
bypass the normal procedures for setting per- 


vent it from requiring employers to do 
whatever would be “reasonably necessary" 
to eliminate all risks of any harm from 
their workplaces.** With respect to toxic 
substances and harmful physical agents, the 
(jovemraent takes an even more extreme 
position. Relying on § 6(bX5)’s direction to 
set a standard “which most adequately as- 
sures . that no employee will suf- 

fer material impairment of health or func- 
fional capacity," the Government contends 
that the Secretary is required to impose 
standards that either guarantee workplaces 
that are free from any risk of material 
health impairment, however small, or that 
come as close as possible to doing so with- 
<Hit ruining entire industries. 

[5] If the purpose of the statute were to 
eliminate completely and with absolute cer- 
tainty any risk of serious ham, we would 
agree that it would be proper for the Secre- 
tary to interpret §§ 3(8) and 6(bX5) in this 
fashion. But we think it is clear that the 
statute was not designed to require employ- 
ers to provide absolutely risk-free workplac- 
es whenever It is technologically feasible to 
do BO, so long as the cost is not great 

manent standards if be makes two findings: 
(A) that employees are exposed to "grave dan- 
ger" from exposure to toxic substances and (B) 
that an emergency standard Is "necessary" to 
prMect the employees from that danger. 
Those findings are to be compared with those 
that are impbeitiy required by the definition of 
the permanent standarct>-<A) that there be a 
significant — as opposed to a "grave" — risk, 
and (B) that additional regulation is “reason- 
ably necessary or appropriate"^4s opposed to 
**11^58817." ft woiUd be anomalous for Con- 
gress to require specific findings for temporary 
standards but to give the Secretary a carte 
blanche for permanent standards. 

46. The Government does not concede that the 
feasibility requirement in the second sentence 
ot $ 6(b)(5) applies to health and safety stan- 
dards other than toxic substances ^andards. 
See n. i, supra. However, even if it did the 
Government’s interpretation of the tenn "feasi- 
ble," when coupled with its view of § 3(8), 
would still allow the Agency to require the 
elimination of even insignificant risks at great 
cost, so long as an entire industry's viability 
would not be jeopardized. 




100 


2864 1»« SUPREME COURT REPORTER **8 U.S. 641 


enough to destroy an entire industry. 
Rather» both the language and structure of 
the Act, as well as its legislative history, 
indicate that it was intended to require the 
elimination, as far as feasible, of significant 
risks of harm. 

|€^a jB 

[6] By empowering the Secretary to 
promulgate standards that are ^'reasonably 
necessary or appropriate to provide safe or 
healthful employment and places of em- 
ployment,” the Act implies that, before pro- 
mulgating any standard, the Secretary 
must make a finding that the workplaces in 
question are not safe. But "safe*' is not the 
equivalent of "risk-free.” There are many 
activities that we engage in every day — 
such as drivir^ a car or even breathing city 
ur — that entail some risk of accident or 
material health impairment; nevertiieless, 
few people would conrider these activities 
“unsafe.” Similarly, a workplace can hard- 
ly be considered “unsafe” unless it threat- 
ens the workers with a significant risk of 
harm. 

[7,81 Therefore, before he can promul- 
gate any permanent health or safety stan- 
dard, the Secretary is required to make a 
threshold finding that a place of employ- 

47. Section 6(b)(5) paralleb § 6(a) in this re- 
spect. Section 6(a) requires the Secretary, 
when faced with a choice between two national 
consensus standards, to choose the more pro- 
tective standard, see n. 7, supra. Just as § 6(a) 
does not suggest that this more protective stan- 
dard need not meet the definition of a national 
consensus standard set forth In § 3(9), so 
§ 6(b)(5) does not suggest that the most protec- 
tive toxic material standard need not conform 
to the definition of a "standard” in § 3(8). 

48. The rest of § 6(bK5), while requiring the 

Secretary to promulgate the standard that 
"most adequately assures . . . that no 

employee will suffer material impairment of 
health or functional capacity” also contains 
phrases impEylng that the Secretary should 
consider differences in degrees of signihcance 
rather than simply a total etimination of all 
risks. Thus, the standard to be selected is one 
that "most adequately assures, to the extent 
fea^le, on the basis of the best available evi- 
dence,” that no such harm will result. Hie 
Secretary is also directed to take into account 
"research, demonstrations, experiments, and 


ment is unsafe — in the sense that signifi- 
cant risks are present and can be eliminated 
or lessened by a change in practices. This 
requirement applies to permanent stan- 
dards promulgated pursuant to § 6(bX5), as 
well as to other types of permanent stan- 
dards. For there is no reason why § 3(8)'s 
definition of a standard should not be 
deemed incorporated by reference into 
§ 6(bX5). The standards promulgated pur- 
suant to § 6(bX5) are just one species of the 
genus of standards governed by the basic 
requirement That section repeatedly uses 
the term "standard” without suggestiiy? 
any exception from, or qualification of, the 
general definition; on the contrary, its di- 
rects the Secretary to select “the standard” 
— that is to say, one of various possible 
alternatives that satisfy the basic definition 
in § 3(8)— that is most protective.^^ More- 
over, requiring the I Secretary to make a 
threshold finding of significant risk is con- 
sistent with the scope of the regulatory 
power granted to him by § 6(bX5), which 
empowers the Secretary to promulgate 
standards, not for diemicals and physical 
agents generally, but for “foxic materials” 
and "harm/u/ physical agents.” ** 

This interpretation of §§ 3(8) and 6(bX5) 
is supported by the other provisions of the 

such other information as may be appropriate” 
and to consider "[i]n addition to the attainment 
of the highest degree of health and safety pro- 
tection for the employee ... the latest 
available scientific data in the field, the feasibol- 
ity of the standards, and experience gained 
under this and other health and safety laws.” 

Mr. Justice MARSHALL states that our view 
of § 3(8) would make the first sentence in 
§ 6(bX5) superfluous. We disagree. The first 
sentence of | 6(bX5) requires the Secretary to 
select a highly prcAectlve standard once he has 
determined that a standard should be promul- 
gated The threshold finding that there is a 
need for such a standard in the sense that there 
is a significant risk in the workplace is not 
unlike the threshold finding that a chemical is 
toxic or a physical agent is harmful. Once the 
Secretary has made the requisite threshold 
finding, § 6(bX5) directs him to choose the 
most protective standard that still meets the 
definition of a standard under § 3(8), consistent 
with feasibility. 
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Act. Thus, for example, § 6(g;) provides in 
part that 

determining the priority for estab- 
lishing standards under this section, 
Secretary shall give due regard to the 
urgency of the need for mandatory safety 
and health standards for particular indus- 
jj«i tries, trades, jerafta, occupations, busi- 
nesses, workplaces or work environ- 
ments.” 

The Government has expressly acknowl- 
edged that this section requires the Secre- 
tary to undertake some cost-benefit ana^- 
sis before he promulgates any standard, 
requiring the elimination of the most seri- 
ous hazards first.^* If such an analysis 
must precede the promulgation of any stan- 
dard, it seems manifest that Congress in- 
tended, at a bare minimum, that the Secre- 
tary find a significant risk of harm and 
therefore a probability of significant bene- 
fits before establishing a new standard. 

Section 6(bX8) lends additional support to 
this analysis. That subsection requires 
that, when the Secretary substantially al- 
ters an existing consensus standard, he 
must explain how the new rule will '^better 
effectuate” the purposes of the Act.“ If 
this requirement was intended to be more 
than a meaningless formality, it must be 
read to impose upon tbo Secretary the duty 
to find that an existing national consensus 
standard is not adequate to protect work^ 

49 . “First, 29 U.S.C. § a&5(g) requires the Secre- 
tary to establish priorities bi setting occupa- 
tlonal health and safety standards so that the 
more serious hazards are addressed first. In 
setting such priorities the Secretary must, of 
course, consider the relative costs, benefits and 
risks.” Reply Brief for Federal Parties 13. The 
(jovemment argues that the Secretary's setting 
of priorities tinder this section is not subject to 
judicial review. Tr. of Oral Arg. 23. While we 
agree that a court cannot tell the Secretary 
which of two admittedly significant risks he 
should act to regulate first, this section, along 
with §§ 3(6) and 6(bX5), indicates that the Act 
does Umlt the Secretary's power to requiring 
the elimination of significant risks. 

50. Section 6(bX8), as set forth In ,29 U.S.C 
§ 655(b)(8). provides: 

“Whenever a rule promulgated by the Secre- 
tary differs substantially fiom an existing na- 
tional consensus standsrtl, the Secretary shall. 


from a continuing and significant risk of 
harm. Thus, in this case, the Secretary was 
required to ^nd that exposures at the cur- 
rent permissible l exposure level of ID ppm I 
fwesent a significant risk of harm in the 
workplace. 

In the absence of a clear mandate in the 
Act, it is unreasonable to assume that C3on- 
gresa intended to give the Secretary the 
unprecedented power over American indus- 
try that w'ould result from the Govern- 
ment's view of §§ 3(8) and 6(bX5), coupled 
wth OSHA's cancer policy. Expert testi- 
mony that a substance is probably a human 
carcinogen — either because it has caused 
cancer in animals or because individuals 
have contracted cancer following extremely 
high exposures — would justify the conclu- 
sion that the substance poses some risk of 
serious harm no matter how minute the 
exposure and no matter how many experts 
testified that they regarded the risk as in- 
significant. That conclusion would in turn 
justify pervasive regulation limited only by 
the constraint of feasibility. In light of the 
fact that there are literally thousands of 
substances used in the workplace that have 
been identified as carcinogens or suspect 
carcinogens, the Government's theory 
would give OSHA power to impose enor- 
mous costs that might produce little, if any, 
discernible benefit,*' 

at the same time, publish in the Federal Regis- 
ter a statement of the reasons why the rule as 
adopted will better effectuate the purposes of 
this chapter than the national consensus stan- 
dard." 

51 . OSHA's proposed generic cancer policy, 42 
Fed-Reg. 54146 (1977), indicates that this possi- 
bility Is not merely hypothetical. Under its 
proposal, whenever there is a certain quantum 
of proof— either fiom animal experiments, or, 
less frequently, from epidemiological studies— 
that a substance causes cancer at any exposure 
level, an emergency temporary standard would 
be promulgated immediately, requiring employ- 
ers to provide monitoring and medical exami- 
nations and to reduce exposures to the lowest 
feasible level. A proposed rule would then be 
issued along the same lines, with objecting em- 
ployers effectively foreclosed from presenting 
evidertce that there is little or no risk associat- 
ed with current exposure levels. /d., at 54154- 
54155; 29 CFK, Part 1990 (1977). 
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16 46 Il f the Government was correct in arguing 
that neither § 3(8) nor § 6(bX5) requires 
that the risk from a toxic substance be 
quantified sufficiently to enable the Secre- 
tary to characterize it as significant in an 
understandable way, the statute would 
make such a “sweeping delegation of legis- 
lative power'* that it might be unconstitu- 
tional under the CJourt's reasoning in A.LA.. 
Scbechter Poultry Corp. v. United States, 
295 U*S. 495, 539, 55 S.Ct 837, S47. 79 L.E<L 
1570, and Panama Refining Co. v. Ryan, 293 
U.S. 388, 55 S.Ct. 241, 79 L.Ed. 446. A 
construction of the statute that avoids this 
kind of open-ended grant should certainly 
be favored. 

C 

[9] The legislative history also suppoits 
the conclusion that Congress was concerned, 
not with ^solute safety, but with the elimi- 
nation of significant harm. The examples 
of industrial hazards referred to in the 
Committee hearings and debates all in- 
volved situations in which the risk was un- 
questionably significant, For example, the 
&nate Committee on Labor and Public 
Welfare noted that byssinosis, a disabling 
lung disease caused by breathing cotton 
dust, affected as many as 30% of the work- 
ers in carding or spinning rooms in some 
American cotton mills and that as many as 

100.000 active or retired workers were then 
suffering from the disease. It also noted 
that statistics indicated that 20,000 out of 

50.000 workers who had performed insula- 
tion work were likely to die of asb^tosis, 
lung cancer, or mesothelyioma as a result of 
breathing asbestos fibers. Another exam- 
ple given of an occupational health hazard 
that would be controlled by the Act was 
betanaphthylamine, a “chemical so toxic 
that any exposure at all is likely to cause 
the development of bladder cancer over a 

The scope of the proposed regulation is indi- 
cated by the fact that NlOSH has published a 
list of 2.415 potential occupational carcinogens, 
NIOSH, Suspected Carcinogens: A Subfile of 
the Registry of Toxic Effects of Chemical Sub- 
stances (HEW Pub. No. 77-149, 2d ed. 1976). 


period of years.” S.Rep.No.91’-t282, pp. 

3-4 (1970); Legislative History of the Occu- 
pational Safety and Health Act of 1970 
(Ck>mraittee Print compiled for the Senate 
Committee on Labor and Public Welfare), 
pp. 143-144 (1971) (hereafter Leg.Hist.); 
U.S.(^e Cong. & Admin.News 1970, pp. 

6177, 5180. 

Moreover, Congress specifically amended 
§ 6(bX5) to makejit perfectly clear that it _1«47 
does not require the Secretary to promul- 
gate standards that would assure an abso- 
lutely risk-free workplace. Section 6(bX5) 
of the initial Committee bill provided that 
“[t]he Secretary, in promulgating stan- 
dards under this subsection, shall set the 
standard which most adequately and fea- 
sibly assures, on the basis of the best 
available evidence, that no employee will 
suffer any impairment of health or func- 
tional capacity, or diminished life expect- 
ancy even if such employee has regular 
exposure to the hazard dealt with by such 
standard for the period of his working 
life.” (Emphasis supplied.) S. 2193, Slst 
Coi^., 2d Sess,, p. 39 (1970), Leg.Hist 
242. 

On the floor of the Senate, Senator Domin- 
idt questioned the wisdom of this provision, 
stating: 

“How in the world are we ever going to 
live up to that? What are we going to do 
about a place in Fiorida where mosqui- 
toes are getting at the employee — perish 
the thought that there may be mosqui- 
toes in Florida? But there are black flies 
in Minnesota and Wisconsin. Are we go- 
ing to say that if employees get bitten by 
those for the rest of their lives they will 
not have been done any harm at all? 
Probably they will not be, but do we 
know?” lie Cong-Ect 36522 (1970), Leg. 

Hist 345. 

OSHA has tentatively concluded that 269 of 
these substances have been proved to be carci- 
nogens and therefore should be subject to full 
regulation. See OSHA Press Release, USDL 
78-625 (July 14. 1978), 
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He then offered an amendment deleting the 
JS** entire subsection.^ J^fter discussions with 
the sponsors of the Committee bill, Senator 
Dominick revised his amendment Instead 
of deleting the tirst sentence of § 6(bXS) 
entirely, his new amendment limited the 
application of that subsection to toxic mate- 
rials and harmful ^ysical agenU and 
changed “any” impairment of health to 
“material” impairment" In discussing this 
change, Senator Dominick noted that the 
Committee's bill read as if a standard 
to “assure that no matter what anybody 
was doing, the standard would protect him 
for the rest of his life against any foreseea- 
ble hazard,” Such an “unrealistic stan- 
dard,” he stated, bad not been intended by 
the sponsors of the bill. Rather, he ex- 

62. In criticizing the Committee blO, Senator 
Dominick iJso made the following observa- 
tions: 

“It la unrealistic to attempt, as this section 
apparently does, to establish a utopia (Tee from 
any hazaMs. Absolute safety is an Impossibili* 
ty and it win only create confusion in the ad- 
ministration of this act for the Congress to set 
clearly unattainable goals." 116 Cong.Rec. 
37614 (1970), Ug.Hjst. 480. 

“But 1 ask. Mr. President, Just thinking about 
that language, let us take a fellow who is a 
streetcar conductor or a bus conductor at the 
present time. How in the world. In the process 
of the pollution we have in the streets or in the 
process of the automobile accidents that we 
have all during a working day of any one driv- 
ing a bus or trolley car, or whatever It may be, 
can we set standards that will make sure he 
will not have any risk to his Ufe for the rest of 
his life? It is totally impossible for this to be 
put in a bill; and yet it is in the committee 
biU." 116 Cong.Rec., at 37337, Ug.Hist. 423. 

As an opponent of the legislation, Senator 
Dominick may have exaggerated the signifi- 
cance of the problem since the language in 
§ 3(8) already was sufficient to prevent the 
Secretary from trying *Ho establish a utopia 
free from any hazards.” Nevertheless, the fact 
that Congress amended the bill to allay Senator 
Dominick’s concern demonstrates that it did 
not intend the statute to a<^eve “clearly unat- 
tainable goals.” 

63. Senator Dominick had also been conc^ed 
that the placement of the word “feasibly” could 
be read to require the Secretary to “ban all 
occupations in which there remains some risk 
of injury, impaired health, or life expectancy," 
since the way to most “adequately" and “feasi- 


plained that the intention of the bill, as 
implemented by the amendment, was to 
require the Secretary 
“to use his best efforts to promulgate the 
best available standards, and in so doing, 
. . . he should take into account 

that anyone working in toxic agents and 
physical i agents which might be harmful 
may be subjected to such conditions for 
the rest of his working life, so that we 
can get at something which might not be 
toxic now, if he works in it a short time, 
but if he works in it the rest of his life 
might be very dai^rous; and we want 
to make sure that such things are taken 
into consideration in establishing stan- 
dards.” 116 C^mg.Rec., at 37622-37623, 
Leg.Hist. 502-503.“ 

bly" assure absolute protection might well be 
to prohibit the occupation entirely. 116 Cong. 
Rec., at 36530, Leg.Hist. 366-367. In his frnal 
amendment, he attempted to cure this problem 
by relocating the feasibility requirement, 
changing “the standard which most adequately 
and feasibly assures” to “the standard which 
most adequately assures, to the extent feasi- 
ble.” 

54. Mr, Justice MARSHALL argues that Con- 
gress could not have thought § 3(8) had any 
substantive meaning inasmuch as § 6(bX5). as 
originally drafted, applied to all standards and 
not simply to standards for toxic materials and 
harmful physical substances. However, as this 
legislative history indicates, it appears that the 
omission of the words '*toxic substances*’ and 
“harmful physical agents" from the original 
draft of § 6(bX5) was entirely inadvertent. As 
Senator Dominick noted, the Committee had 
always intended that subsection to apply only 
to that limited category of substances. The 
reason that Congress drafted a special section 
for these substances was not. as Mr. Justice 
MARSHALL suggests, because it thought that 
there Was a need for special protection in these 
areas. Rather, it was because Congress recog- 
nized that there were special problems In regu- 
lating health risks as opposed to safely risks. 
In the latter case, the risks are generally imme- 
diate and obvious, while in the former, the risks 
may not be evident until a worker has been 
exposed for long periods of time to particular 
substances. It was to ensure that the Secre- 
tary took account of these long-term risks that 
Congress enacted § 6(b)(5). 
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Senator Williams, one of the sponsors of the 
Ck)mmittee bill, agreed with the interpreta- 
tion, and the amendment was adopted. 

In their reply brief the federal parties 
argue that the Dominick amendment simply 
means that the Secretary is not required to 
eliminate threats of insignificant harm; 
they argue that § 6(bX5) still requires the 
Secretary to set standard that ensure that 
not even one employee will be subject to 
any risk of serious harm — no matter how 
tfls o small that risk may be “ jThis interpreta- 
tion is at odds with Congress’ express mcag- 
nition of the futility of trying to make all 
workplaces totally risk-free, Moreover, not 
even OSHA follows this interpretation of 
§ 6(bX5) to its logical conclusion. Thus, if 
OSHA is correct that the only no-risk level 
for leukemia due to benzene exposure is 
zero and if ita interpretation of § 6(bX5) is 
correct, OSHA should have set the exposure 
limit as close to zero as feasible. But 
OSHA did not go about its task in that way. 
Rather, it began with a 1 ppm level, select- 
ed at least in part to ensure that employers 
would not be required to eliminate benzene 
concentrations that were little greater than 
the so-called “background” exposures expe- 
rienced by the population at large. See n. 
14, supra. Then, despite suggestions by 
some labor unions that it was feasible for at 

55. Reply Brief for Federal Parties 24-26. 
While it is true that some of Senator Domin- 
ick’s conunents were concerned with the rela- 
tive unimportance of minor injuries (see his 
“fly” example quoted supra, at 2867), it ia clear 
that he was also concern^ with the remote 
possibility of major injuries, see n. 52, supra. 

56. One union suggested a 0.5 ppm permissible 
exposure limit for oil refineries and a 1 ppm 
cdUng (rather than a time-weighted average) 
exposure for all other Industries, with no use of 
an action level, Tt.. 1250, 1257. Another want- 
ed a 1 ppm ceiling limit for all industries, id., at 
3375-3376. 

57. "A need for an action level is also suggested 
by the record evidence that some minimal ex- 
posure to benzene occurs naturally from ani- 
mal and plant matter (Tr. 749-750; 759-760X 
Naturally occurring be^ne concentrations, k 
appears, may range from 0.02 to 15 parts per 
billion ^x. 117, p. 1). Additionally, it was 
su^ested by certain employers that their oper- 
ations be exempted from the requirements of 


least some industries to reduce exposures to 
well below 1 OSHA decided to apply 
the same limit to all, largely as a matter of 
administrative convenience. 43 Fed.Reg. 
5947 (1978), 

OSHA also deviated from its own inter- 
pretation of § 6(bK5) in adopting an action 
level of 0.5 ppm below which monitoring 
and medical examinations are not required. 
In light of OSHA’s cancer policy, it must 
have assumed that some employees would 
be at risk because of exposures below 0.5 
ppm. These employees would thus presum- 
ably benefit from medical examinations, 
which might uncover any benzene-related 
problems. OSHA’s consultant advised the 
Agency that it was technologically and eco- 
nomically feasible to require that such ex- 
aminations be provided. Nevertheless, 
OSHA adopted an action level, largely be- 
cause the insignificant benefits of giving 
such examinations and performing the nec- 
^sary monitoring did not justify the suly 
stantial cost.®^ 

OSHA’s concessions to practicality in be- 
ginning with a 1 ppm exposure limit and 
using an action level concept implicitly 
adopt an interpretation of the statute as 
not requiring regulation of insignificant 
risks.® It is entirely consistent with this 
interpretation to hold that the Act also 

the standard because those operations involve 
only intermittent and low level exposures to 
benzene. The use of the action level concept 
should accommodate these concerns in ah 
cases where exposures are indeed extremely 
low since it substantially reduces the monitor- 
ing of employees who are below the action 
level and removes for these employees the re- 
quirements for medical surveillance. At the 
same time, employees with, si^ificant overex- 
posure are afforded the full protection of the 
standard.*' (Emphasis added.) 43 Fed.Reg. 
5942 (1978). 

58. The Government also states that It is 
OSHA’s policy to attempt to quantify benefits 
wherever possible. While this is certainly a 
reasonable position, it is not consistent with 
OSHA’s own view of its duty under § 6(b)(5). 
In light of the inconsistencies in OSHA's posi- 
tion and the legislative history of the Act, we 
decline to defer to the Agency’s interpretation. 
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requires the Agency to limit its endeavors 
in the standard-setting area to eliminating 
significant risks of harm. 

Finally, with respect to the legislative 
hist(H 7 , it is important to note that Con- 
gress repeatedly expressed its concern 
about allowing the Secretary to have too 
much power over American industry. 
Thus, Congress refused to give the Secre- 
tary the power to shut down plants unilat- 
erally bewuse of an imminent danger, see 
Whirlpool Corp. v. MsrsbaH, 445 U.S. 1, 100 
S.Ct. S83, 63 L.Ek[.2d 154, and narrowly 
cdrcumscribed the Secretary’s power to issue 
temporary emergency standards.^ This ef- 
!•» fort byjjPongresB to limit the Secretary’s 
power is not consistent with a view that the 
mere possibili^ that some employee some- 
where in the country may confront some 
risk of cancer is a sufficient basis for the 
exercise of the Secretary's power to require 
the expenditure of hundreds of millions of 
dollars to minimize that risk. 

D 

Given the conclusion that the Act empow- 
ers the Secretary to promulgate health and 
safety standards only where a significant 
risk of harm exists, the critical issue be- 
comes how to define and allocate the bur- 
den of proving the significance of the risk 

9B* In Floiitto Peach Growers Assa., lac. v. U. S. 
Dept, of Labor. 489 F26 120, 130, and a 16 
(CAS 1974), the court noted that Congress in- 
tended to restrict the use of emergency stai>* 
dards, which are promulgated without any no- 
tice or hearing. It hekl that, In promul gating 
an emeif ency standard. OSHA must find not 
only a danger of exposure or even some danger 
flow exposure, but also a grave danger from 
exposure necessitating emergency action. Ac- 
cord, Dry Color Affrs. Assn,, Inc, v. V. S. Dept, 
of Labor, 48G F.2d 98. 100 (CA3 1973) (an 
emergency standard must be supported by 
something more than a possibility chat a sub- 
stance may cause cancer in man). 

Congress also carefully circumscribed the 
Secretary's enforcement powers by creating a 
new, independent board to handle appeals from 
citations Issued by the Secretary for noncom- 
pliance with health and safety standards. See 
29 U.S.C. §§ 659-661. 

60. As noted above, OSHA acknowledged that 
there was no empirical evidence to support the 
conclusion that there was any risk whatsoever 


in a case such as this, where scientific 
knowledge is imperfect and the precise 
quantification of risks is therefore impossi- 
ble. The Agency’s position is that there is 
substantial evidence in the record to sup- 
port its conclu»on that there is no absolute- 
ly safe level for a carcinogen and that, 
Gieref(u«, the burden is properly on indus- 
try to prove, ^parently beyond a shadow 
of a doubt, that there is a safe level for 
benzene exposure. The Agency argues 
that, because of the uncertainties in this 
area, any other approach would render it 
helpless, forcing it to wait for the leukemia 
deaths that it believes are likely to occur " 
before taking any regulatory action. 
iWe disagree. As we read the statute, the 
burden was on the Agency to show, on the 
basis of substantial evidence, that it is at 
least more likely than not ^at long-term 
exposure to 10 ppm of benzene presents a 
significant risk of material health impair- 
ment Ordinarily, it is the proponent of a 
rule or order who has the burden of proof in 
administrative proceedings. See 5 U.5.C. 
§ 566(d). In some cases involving toxic 
substances. Congress has shifted the burden 
of proving that a particular substance is 
safe onto the party opposing the proposed 
nile.*^ The fact that Congress did not fol- 

of deaths due to exposures at 10 ppm. What 
OSHA lelied upon was a theory that, because 
leukemia deaths had occurred at much higher 
e7g)oaure9. some (aHhougb fewer) were also 
likely to occur at r^tively low exposures. The 
Court of Appeals specifically held that Its con- 
clusion that the number was riikely" to be 
appreciable was unsupported by the record 
See supra, at 2862. 

61 . See E/niroumeittal Defense Fuad, Inc. v. 
EPA 179 U.S.App.D,C. 43. 49, 57-63, 548 F.2d 
998. 1004. 1012-1018 (1977). cert denied. 431 
U.S. 925, 97 S.Ct 2199, 53 L.Ed.2d 239. where 
the court rejected the argument that the EPA 
has the burden of proving that a pesticide is 
unsafe In order to suspend Its registration un- 
der the Federal Insecticide, Fui^ldde, and Ro- 
denticide Act The court noted that Congress 
had deliberately shifted the ordinary burden of 
proof under the Administrative Procedure Act, 
requiring manufacturers to establish the con- 
tinued safety of their products. 
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low this course in enacting the Occupational 
Safety and Health Act indicates that it 
intended the Agency to bear the normal 
burden of establishing the need for a pro* 
posed standard. 

In this case OSHA did not even attempt 
to carry its burden of proof. The closest it 
came to making a finding that benzene 
presented a signi^cant risk of harm in the 
workplace was its statement that the bene< 
fits to be derived from lowering the permis- 
sible exposure level from 10 to 1 ppm were 
“likely” to be “appreciable.” The Court of 
Appeals held that this finding was not sup- 
ported by substantial evidence. Of greater 
importance, even if it were supported by 
substantial evidence, such a finding would 
not be sufficient to satisfy the Agency's 
obligations under the Act 
The inadequacy of the Agency's findings 
can perhaps be i illustrated best by its rejec- 
tion of industry testimony that a dosen^ 
sponse curve can be formulated on the iMiais 
of current epidemiological evidence and 
that, even under the most conservative ex- 
trapolation theory, current exposure levels 
would cause at most two deaths out of a 
population of about 80,000 workers every 
six years. See n. 38, supra. In rejecting 
this testimony, OSHA made the following 
statement: 

“In the face of the record evidence of 
numerous actual deaths attributable to 
benzene-lnduoed leukemia and other fatal 
blood diseases, OSHA is unwilling to rely 
on the hypothesis that at most two can- 
cers every six years would be prevented 
by the proposed standard. By way of 
example, the Infante study disclosed sev- 
en excess leukemia deaths in a population 
of about 600 people over a 25-year period. 
While the Infante study involved higher 
exposures then those currently encoun- 
tered, the incidence rates found by In- 
fante, together with the numerous other 
cases reported in the literature of ben- 
zene leukemia and other fatal blood dis- 
eases, make it difficult for OSHA to rely 
on the [witness'] hypothesis to assure the 
statutorily mandated protection of em- 


ployees. In any event, due to the fact 
that there is no safe level of exposure to 
benzene and that it is impossible to pre- 
cisely quantify the anticipated benefits, 
OSHA must select the level of exposure 
which is most protective of exposed em- 
ployees.” 43 Fed.Reg. 5941 (1978). 

There are three possible interpretations of 
OSHA’s stated reason for rejecting the wit- 
ness' testimony: (1) OSHA considered it 
probable that a greater number of lives 
would be saved by lowering the standard 
from 10 ppm; (2) OSHA thought that sav- 
ing two lives every six years in a wwk force 
of 30,000 persons is a s^ificant savings 
that makes it reasonable and appropriate to 
adopt a new standard; or (3) even if the 
small number is not significant and even if 
the savings may be even smaller, the Agen- 
cy nevertheless believed it had la statutory 
duty to select the level of exposure that is 
most protective of the exposed employees if 
it is economically and technologically feasi- 
ble to do so. Even if the Secretary did not 
intend to rely entirely on this third theory, 
his construction of the statute would make 
it proper for him to do so. Moreover, he 
made no express findings of fact that would 
support his 1 ppm standard on any less 
drastic theory. Under these circumstances, 
we can hardly agree with the Government 
that OSHA ^scharged its duty under the 
Act. 

Contrary to the Government's conten- 
tions, imposing a burden on the Agency of 
demonstrating a significant risk of barm 
will not strip it of its ^ility to regulate 
carcinogens, nor will it require the Agency 
to wait for deaths to occur before taking 
any action. First, tiie requirement that a 
“significant” risk be identified is not a 
mathematical straitjacket It is the Agen- 
<^'s responsibility to determine, in the first 
instance, what it considers to be a “signifi- 
cant” risk. Some risks are plainly accepta- 
ble and others are plainly unacceptable. If, 
for example, the odds are one in a billion 
that a person will die from cancer by taking 
a drink of chlorinated water, the risk clear- 
ly could not be considered significant. On 
the other hand, if the odds are one in a 
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thousand that regular mhalation of gasoline 
vapors that are 2% benzene will be fatal, a 
reasonable person might well consider the 
risk Mgnificant and take appropriate steps 
to decrease or eliminate it- Although the 
Agency has no duty to calculate the exact 
probability of harm, it does have an obliga- 
tion to find that a significant risk is present 
before it can characterize a place of employ- 
ment as “unsafe.” 

1 Second. OSHA is not required to support 
its findmg that a significant risk exists with 
anything approaching scientific certainty. 
Although the Agency’s findir^ must be 
supported by substantial evidence, 29 U.S.G. 
§ 6^f), § 6(bX5) specifically allows the 
Secretary to regulate on the basis of the 
“best available evidence.” As several 
Courts of Appeals have held, this provision 
requires a reviewir^ court to give OSHA 
some leeway where its findings must be 

62. In Ms dissenting opinion, post, at 2896, Mr. 
Justice MARSHALL states: "t^pien the ques- 
tion involves determination of the acceptable 
level of risk, the ultimate decision must neces* 
sarily be based on considerations of policy as 
well as empirically verihable facts. Factual 
detenninatlons can at most dehne the risk in 
some statistical way; the Judgment whether 
that risk is tolerable cannot be based solely on 
a resolution of the facts." We agree. Thus, 
while tile Agency must support its finding that 
a certain level of risk exists by substantial 
evidence, we recognize that Its determination 
that a particular level of risk la "significant" 
will be based largely on policy considerations. 
At this point we have no need to reach the 
issue of what level of scrutiny a reviewing 
court should apply to the latter type of determi- 
nation. 

63. Mr. Justice MARSHALL states that, under 
our approach, the Agency must ^tber wait for 
deaths to occur or must "deceive the public" by 
making a basically meaningless determination 
of significance based on totally inadequate evl> 
denoe. Mr. Justice MARSHALL'S view, how- 
ever, rests on the erroneous premise that the 
only reason OSHA did not attempt to quantify 
benefits In this case was because It could not 
do so b any reasonable manner. As the dis- 
cussion of the Agency's rejection of an industry 
attempt at formulatbg a dose-response curve 
demonstrates, however, see supra, at 2S70, the 
Agency's rejection of methods such as dose-re- 
sponse curves was based at least in part on its 
view that nothing less than absolute safety 
would suffice. 


made on the frontiers of scientific knowl- 
edge. See Industrial Union Dept, AFL- 
CIO V. Hoc^on, 162 U,S.App.D.C. 331, 340, 

499 F.2d 467, 476 (1974); Society of the 
Plastics Industry, Inc. v. OSHA, 609 r.2d 
1801, 1308 (CA2 1975), cert, denied, 421 U.S. 

992, 95 S.Ct. 1998, 44 L.Ed.2d 482. Thus, so 
long as they are supported by a body of 
reputable scientific thought, the Agency is 
fi^ to use conservative assumptions in in- 
terpreting the data with respect to carcino- 
gens, risking error on the side of overpro- 
tection rather than anderprotection.*^ 

Finally, the record in this case and 
OSHA’s own rulings on other carcinogens 
indicate that there are a number of ways in 
which the Agency can make a rational 
judgment about the l relative significance of I*5 t 
the risks associated with exposure to a par- 
ticular carcinogen.** 

64. For example, in the coke-oven emissions 
standard. OSHA had calculated that 21,000 ex- 
posed coke-oven workers had an annual excess 
mortality of over 200 and that the proposed 
standard might well eliminate the risk entirely. 

41 Fed.Reg. 46742, 46750 (1976), upheld in 
American Iron A Steel Inst, v. OSHA, 577 T26 
825 (CA3 1978), cert, granted 446 U.S. 909, 100 
S.Ct. 3054, 65 LEd.2d U39. In bearings on the 
coke-oven emissions standard the Council on 
Wage and Price Stability estimated that S to 35 
fives would be saved each year, out of an esti- 
mated population of 14,000 workers, as a result 
of the proposed standard. Although noting 
that the range of benefits would vary depend- 
ing oo the assumptions used, OSHA did not 
make a finding as to whether its own stafi 
estimate or CWPS's was correct, on the ground 
that it was not required to quantify the expect- 
ed benefits of the standard or to weigh those 
benefits against the projected costs. 

In other procee<fings. the Agency has had a 
good deal ol data from animal experiments on 
udiich h could base a conclusion on the signifi- 
cance of the risk. For example, tbe record on 
the vinyl chloride standard indicated that a 
significMt number of animals had developed 
tumors of the liver, lung, and skin when they 
were exposed to 50 ppm of vinyl chloride over 
a period of 11 months. One hundred out of 200 
animals died during that perkxi. 39 Fed.Reg. 
35890,35891 (1974). Similarly, in a 1974 Stan- 
dard regulating 14 carcinogens, OSHA found 
that one of the substances had caused lung 
cancer in mice or rats at 1 ppm and even 0.1 
ppm, while another had caused tumors in 60% 
of Che animals subjected to high doses. Id., at 
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It should also be noted that, in setting a 
permissible exposure level in reliance on 
less-than-perfect methods, OSHA would 
have the bene^t of a backstop in the form 
iB sg of monit oring and medical testing. Thus, if 
OSHA properly determined that the per- 
missible exposure limit should be set at 5 
ppm, it could still require monitoring and 
medical testing for employees exposed to 
lower levels * By doing so, it could keep a 
constant check on the validity of the as- 
sumptions made in developing the permissi- 
ble exposure limit, ^ving it a sound eviden- 
tiary basis for decreasing the limit if it was 
initially set too high.*® Moreover, in this 
way it could ensure that workers who were 
unusually susceptible to benzene could be 
removed from exposure before they had 
suffered any permanent damage.®’ 

E 

Because our review of these cases haa 
involved a more detailed examination of the 
165$ record than is customary, it mustj^ em- 
phasized that we have neither made any 
factual determinations of our own, nor have 
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we rejected any factual findings made by 
the Swretary. We express no opinion on 
what factual findings this record might 
support, either on the basis of empirical 
evidence or on the basis of expert testimo- 
ny; nor do we express any opinion on the 
more difficult question of what factual de- 
terminations would warrant a conclusion 
that significant risks are present which 
make promulgation of a new standard rea- 
ainabfy necessary or appropriate. The 
standard must, of course, be supported by 
the findmgs actually made by the Secre- 
tary, not merely by findings that we believe 
he might have made. 

[10] In this case the record makes it 
perfectly clear that the Secretary relied 
squarely on a special policy for carcinogens 
^at imposed the burden on industry of 
proving the existence of a safe level of 
exposure, thereby avoiding the Secretary’s 
threshold responsibility of establishing 
need for more stringent standards. In so 
interpreting his statutory authority, the 
Secretary exceeded his power. 

al, although they did object to some of the 
specific requirements Imposed in this case, 
See n. 30. sup/a. Because of our disposition of 
the case, we have do occasion to pass on these 
specific objections or to determine what cost- 
benefit considerations, if any, should govern 
the Agency’s imposition of such requirements. 

66. Tbis is precisely the type of infomiation- 
gatbering function that Congress had in mind 
when It enacted § 6<b)(7), which empowers the 
Secretary to require medical examinations to 
be furnished to employees exposed to certain 
hazards and potential hazards “in order to 
most effectively determine whether the health 
of such employees is adversely affected by 
such exposure.” See S.Rep. No. 91-1282, p. 7 
(1970), LegJlist. 147. 

67. In its explanation of the final standard 
OSHA noted that there was some testimony 
that blood abnormalities would disappear after 
exposure had ceased. 43 Fed.Reg. 5946 (1978). 
Again, however, OSHA refused to rely on the 
hypothesis that this would always occur. Yet, 
in requiring medical examinations of employees 
exposed to between 0.5 ppm and 1 ppm, OSHA 
was essentially providing itself with the same 
kind of backstop. 


3756, 3757, upheld in Synthetic Qrganjc Chemf- 
ad Mfrs. Assn. v. Brennan. 503 F.2d 1 155 (CAS 
1974), cert denied, 420 U.S. 973, 95 S.Ct. 1396, 
43 L£d,2d 653, Synthetic Or^nie Chemiad 
Mhrs. Assil V. Brennan, 506 F.2d 385 (CAS 
1974), cert, denied, 423 U.S. 830. 96 S.Ct. 50, 46 
L.Ed.2d 48. 

In this case the Agency did not have the 
benefit of animal studies, because scientists 
have been unable as yet to Induce leukemia in 
experimental animals as a result of benzene 
exposure. It did, however, have a fair amount 
of epidemiologli^ evidence, including txnh 
positive and negative studies. Although the 
Agency stated that this evidence was insuffi- 
cient to construct a precise correlation between 
exposure levels and cancer risks, It would at 
least be helpful In determining whether It is 
more likely than not that there is a significant 
risk at 10 ppm. 

65. See GAF Corp. v. Occupational Safety and 
Health Review Comm% 183 U.S.App.D.C. 20, 
561 F.2d 913 (1977), where the court upheld the 
asbestos standard insofar as it required em- 
ployers to provide medical examinations ftM* 
employees exposed to any asbestos fibers, even 
if they were exposed to concentrations below 
the permissible exposure limit. 

The re^ndent industry representatives 
have never disputed OSHA’s power to require 
monitoring and medical examinations in gener- 
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IV 

Throughout the administrative proceed- 
ings, the dermal contact issue received rela- 
tively little attention. In its proposed rule 
OSHA recommended a total ban on skin 
and eye contact with liquid ben 2 ene on the 
basis of its policy that "in dealing with a 
carcinogen, all potential routes of exposure 
(i. e., inhalation, ingestion, and skin absorp- 
tion) [should] be limited to the extent feasi- 
ble.*’ 43 Fed.Reg. 5948 (1978). There was 
Httle op^ition to this requirement at the 
hearing on the pr(^)osed rule, apparentiy 
because the propos^ rule also excluded 
from both the permissible exposure level 
and the dermal contact ban work operations 
involving liquid mixtures contmning 1% 
(and after one year, 0.1%) or less benzene. 

In its final standard, however, OSHA 
eliminated the percentage exclusion for liq- 
uid benzene, on the ground that there was 
no predictable correlation between the per- 
14 40 centage of beoE^ne in a Hquid and the aj^ 
borne exposure arising from it See n. 22, 
supra. Although the extent to which liquid 
benzene is absorbed through the skin is 
concededly unknown, OSHA also refused to 
exempt any liquids, no matter how little 
benzene they contained, from the ban on 
dermal contact In support of this position 
it stated that there was no evidence to 
"suggest that the absorption rate depends 
on the amount of benzene present in the 
liquid/’ 43 Fed-Reg, 5948^949 (1978). 

After the permanent standard was pro- 
mulgated, OSHA received a number of re- 
quests from various industries that the per- 
centage exelu^n for liquids containing 
small amounts of benzene be reinstated. 
Those concerned with airborne exposures 
argued that they should not be required to 
monitor workplaces simply because they 
handled petroleum-based products in which 
benzene is an unavoidable contaminant. 
Others concerned with the dermal contact 
ban made similar arguments. In particular, 
tire manufacturers argued that it was im- 
possible for them to comply with the ban 
because gloves cannot be worn during cer- 
tain tire-building operations in which sol- 


vents are used and solvents containing ab- 
solutely no benzene are not commercially 
available. 

Because of these requests, OSHA held a 
new series of hearings and promulgated an 
amendment to the rule, reinstating the per- 
centage exclusion, but lowerii^ it from the 
proposed 1% to 0.5%. The Agency did, how- 
ever, provide for a 3-year grace period be- 
fore the exclusion dropped to 0.1%, rather 
than the one year that had originally been 
proposed. In explaining its amendment, 
OSHA reiterated its policy with respect to 
carcinogens, stating that, because there is 
no absolutely safe level for any type of 
exposure, exposures by whatever route 
must be Kmited to the extent feasible. For 
aiiHbome exposures, a zero permissible expo- 
sure limit had not been feasible. However, 
in most industries a ban on any dermal 
contact was feasible since compliance could 
be achieved simply by the use of protective 
clothing, such as impermeable i gloves. The J*4i 
Agency recognized that the dermal contact 
ban could present a problem for tire manu- 
facturers, but stated that the percentage 
exclusion would alleviate the problem, be- 
cause solvents containing 0.5% or less ben- 
zene were available in suffident quantities. 
Although it noted that solvents containing 
0.1% or less benzene were not then available 
in quantity, the Agency stated that a 3-year 
grace period would be sufficient to "allow 
time for increased production of solvents 
containing lower amounts of benzene and 
for development and evaluation of alterna- 
tive methods of compliance with the stan- 
dard’s dermal provision.” Id, at 27968- 
27969. 

The Court of Appeals struck down the 
dermal contact prohibition on two grounds. 

First, it held that the record did not support 
a finding that the ban would result in quan- 
tifiable benefits in terms of a reduced leu- 
kemia risk; therefore, it was not "reason- 
ably necessary” within the meaning of 
§ 3(8) of the Act Second, the a>urt held 
that the Agency’s conclusion that benzene 
may be absorbed through the skin was not 
based on the best available evidence as re- 
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quired by § 6(bK5). 581 F.2d, at 505-506. 
On the second ground, the court noted that 
the evidence on the issue of absorption of 
benzene through the skin was equivocal, 
with some studies indicating that it could 
be absorbed and some indicating that it 
could not All of these studies were rela- 
tively old and the only expert who had 
testihed on the issue stated that a simple 
test was now available to determine, with a 
great deal of accuracy, whether and to 
what extent absorptioti will result In light 
of § 6(bX5), which requires the Agency to 
promulgate standards on the basis of the 
“best av^able evidence** and “the latest 
available sdentific data in the field,** the 
court held that where there is uncontradict- 
ed testimony that a simple test will resolve 
the issue, the Agency is required to acquire 
that information before “promulgating reg- 
ulations which would require an established 
industry to change long-followed work 
processes that are not demonstrably un- 
safe.” 581 P.2d, at 508. 

166? I While the court below may have been 
correct in holding that, under the peculiar 
circumstances of this case, OSHA was re- 
quired to obtain more information, there is 
no need for us to reach that issue. For, in 
order to justify a ban on dermal contact, 
the Agency must find that such a ban is 
“reasonably necessary and appropriate” to 
remove a significant risk of harm from such 
contact The Agency did not make such a 
finding, but rather acted on the basis of the 
absolute, no-risk policy that It applies to 
carcinogens. Indeed, on this issue the 
Agency's position is even more untenable, 
inasmuch as it was required to assume not 
only that benzene in small doses is a carci- 
nogen, but also that it can be absorbed 
through the skin in sufficient amounts to 
present a carcinogenic risk. These assump- 
tions are not a proper substitute for the 
findings of a significant risk of harm re- 
quired by the Act. 

The judgment of the Court of Appeals 
remandii^ the petition for review to the 
Secretary for further proceedings is af- 
firmed. 

It is 80 ordered. 


Mr. Chief Justice BURGER, concurring. 

These cases press upon the Court difficult 
unanswered questions on the frontiers of 
science and medicine. The statute and the 
legislative history give ambiguous signals 
as to how the Secretary is directed to oper- 
ate in this area. The opinion by Mr. Justice 
STEVENS takes on a difficult task to de- 
code the message of the statute as to guide- 
lines for administrative action. 

To comply with statutory requirements, 
the Secretary must bear the burden of 
“finding” that a proposed health and safety 
standard is “reasonably necessary or appro- 
priate to provide safe or healthful employ- 
ment and places of employment.” This pol- 
icy judgment entails the subsidiary finding 
that the pre-existing standard presents a 
“significant risk” of material health impair- 
ment for a worker who spends his entire 
employment life in a working environment 
w'here exiwsure remains at maximum per- ita 
missible levels. The Secretary’s factual 
finding of “risk” must be “quantified suffi- 
ciently to enable the Secretary to character- 
ize it as significant in an understandable 
way.*’ Ante, at 2866. Precisely what this 
means is difficult to say. But because these 
mandated findings were not made by the 
Secretary, I agree that the 1 ppm benzene 
standard must be invalidated. However, I 
would stress the differir^ functions of the 
courts and the administrative agency with 
respect to such health and safety regula- 
tion. 

The Congress is the ultimate regulator, 
and the narrow function of the courts Is to 
discern the meaning of the statute and the 
implementing regulations with the objec- 
tive of ensuring that in promulgating 
health and safety standards the Secretary 
“has given reasoned consideration to each 
of the pertinent factors” and has complied 
with statutory commands. Permian Basin 
Area Rate Cases, 390 U.S. 747, 792, 88 S.Ct 
1344, 1373, 20 L.Ed.2d 312 (1968). Our 
holding that the Secretary must retrace his 
steps with greater care and consideration is 
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not to be taken in derogation of the scope 
of le^timate agency discretion. When the 
facts and augments have been presented 
and duly considered, the Secretary must 
make a policy judgment as to whether a 
specific risk of health impairment is signifi- 
cant in terms of the policy objectives of the 
statute. When he . acts in this capacity, 
pursuant to the legislative authority dele- 
gated by Congress, he exercises the prerog- 
atives of the legislature — to focus on only 
one aspect of a larger problem, or to 
promulgate regulations that, to some, may 
appear as imprudent policy or inefficient 
allocation of resources. The judicial func- 
tion does not extend to substantive revision 
of regulatory policy. That function lies 
elsewhere — ^in Congressional and Executive 
overs^ht or amendatory legislation — ^al- 
though to be sure the boundaries are often 
ill-defined and indistinct. 

Nevertheless, when discharging his duties 
under the statute, the Secretary is well 
admonished to remember that a heavy re- 
sponsibility burdens his authority, inher- 
ent in this statutory scheme is authority to 
1 5 6* refrain from regulation ofjyisignificant or 
de infn/m/5 risks. See Alabama Power Co. 
V. CosUe, 204 U.S.App.D.C. 51, 81-89, 636 
F.2d 323, 360-361 (1979) (opinion of Leven- 
thal, J.). When the administrative record 
reveals only scant or minimal risk of mate- 
rial health impmrment, responsible adminis- 
tration calls for avoidance of extravagant, 
comprehensive r^ulation. Perfect safety 
is a chimera; regulation must not strangle 
human activity in the search for the impos- 
uble. 

1. These portions of the plurality opinion pri- 
marily address OSHA’s special carcinogen poli- 
cy, rather than OSHA’s argument that It also 
made evidentiary findings. 1 do not necessarily 
agree with every observation in the pluraU^ 
opinion cofloemii^ the presence or absence 
such findings. I also express no view on the 
question whether a different interpretation of 
the statute would violate the nondelegation 
doctrine of ALA. Schecbter Poultry Corp. v. 
United States, 295 U.S. 495, 55 S.Ct. 837. 79 
L.Ed. 1670 (1935), and Panama Refining Co. v. 
Ryan, 293 U.S. 388, 55 S.Ct. 241, 79 L.Ed. 446 
(1935). See post, at 2879-2887 (REHNQUIST, 
J.. concurring in judgment). 


Mr, Justice POWELL, concurring in part 
and concurring in the judgment. 

I join Parts I, II, III-A III-B, III-C, and 
III-E of the plurality opinion.' The Oocu- 
patiotial Safety and Health Administration 
relied in large part on its “carcinogen poll- 
ey ^* — which had not been adopted formal- 
ly — in promulgating the benzene exposure 
and dermal contact regulation at issue of 
these cases.^ For the reasons stated by the 
plurality, 1 agree that §§ 6(bX5) and 3(8) of 
the Occupational Safety and Health Act of 
1970. 29 U.S.a §§ 655(bX5) and 652(8), 
must be read together. They require 
OSHA to make a threshold finding that 
proposed occupational health standards are 
reasonably necessary to provide safe work- 
places. When OSHA acts to reduce exist- 
ing national consensus standards, l there- Has 
fore, it must find that (i) currently permis- 
sible exposure levels create a significant 
risk of materia] health impairment; and (ii) 
a reduction of those levels would signifi- 
cantly reduce the hazard. 

Although I would not rule out the possi- 
bility that the necessary findings could rest 
in part on generic policies properly adopted 
by OSHA, see McGarity, Substantive and 
Procedural Discretion in Administrative 
Resolution of Science Policy Questions: 
Regulating Carcinogens in EPA and OSHA, 

67 Geo.LJ. 729, 754-759 (1979), no properly 
supported agency poliries are before us in 
this case.® 1 therefore agree with the plu- 
rality that the regulation is invalid to the 

2, The Secretary of Labor promulgated the rele- 
vant standard pursuant to his statutory author- 

Siitce OSHA Is the agency responsible for 
developing such regulations under the Secre- 
tary’s direction, this opinion refers to “OSHA" 
or “the agency" as the decisionmaker most 
directly concerned. 

3, OSHA has adopted a formal policy for regu- 
lating carcinogens effective April 21, 1980. 45 
Fed.Reg. 5282 (1980) (to be codified at 29 CFR, 

Part 1990). But no such policy was in effect 
when the agency promulgated its benzene reg- 
ulation. Moreover, neither the factual determi- 
nations nor the administrative judgments upon 
which the policy rests are supported adequate- 
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extent it rests upon the assumption that 
exposure to known carcinogens always 
should be reduced to a level proved to be 
safe or, if no such level is found, to the 
lowest level that the affected industry can 
achieve with available technology. 

I 

If the disputed regulation were based ex- 
clusively on this “cardnogen policy,” I ^ao 
would agree that we need not consider 
whether the Act requires OSHA to deter- 
mine that the benefits of a proposed stan- 
dard are reasonably related to the costs of 
compliance. Ante, at 2850. As the Court 
of Appeals for the Fifth Circuit recognized, 
however, OSHA takes the ^'f&lt-back posi- 
tion” that its regulation is justified by spe- 
cific findings based upon the voluminous 
evidentiary record compiled in this case. 
American Petroleum Institute v. OSHAf 
581 F.2d 493, 603. OSHA found, for exam- 
pie, that the number of cancers prevented 
by reducing permissible exposure levels 
from 10 ppm to 1 ppm *‘may be ^precia- 
ble,” that ‘Hhe benefits of the proposed 
standard are likely to be appreciable,” and 
that the “substantial costs [of the new stan- 
dard] are justified in light of the hazards.” 
43 Fed.Reg. 5940-6941 (1978). Thus, OSHA 
found — at least generally — that the hazards 
of benzene exposure at currently permissi- 
ble levels are serious enough to justify an 
expenditure of hundreds of millions of dol- 
lars. For me, that Ending necessarily sub- 
sumes the conclusion that the health risk is 
“significant.” If OSHA's conclusion is sup- 
ported by substantial evidence, the thresh- 
old requirement discussed in the plurality 
opinion would be satisfied. 

As I read its opinion, the plurality does 
not consider whether the agenc/s findings 
are supported by substantial evidence. The 
Court of Appeals found them insufficient 
because OSHA failed “to estimate the ex- 
tent of expected benefits . 581 

F.2d, at 504. That court apparently would 

ly on this record alone. Accordingly, we have 

no occasion to consider the extent to which 

valid agency policies may supply a basis for a 


have required OSHA to supply a specific 
numerical estimate of benefits derived 
through mathematical techniques for “risk 
quantification” or “cost-effectiveness analy- 
sis.” Id, at 504, n. 23; see id, at 504-505. 

I do not agree with the Court of Appeals'" 
conclusion that the statute requires quanti- 
fication of risk in every case. 

The statutory preference for the ^*best 
available evidence,” 29 U.S.C. § 666(bX5), 
implies that OSHA must use the best 
known techniques for the accurate estima- 
tion of risks and benefits when such tech- 
niques are available. But neither the stat- 
ute nor the legislative history suggests that 
OSHA's hands are tied when reasonable 
quantification cannot be accomplished by 
any known methods. See post, at 2889 
(MARSHALL, J., dissentii^). In this liti- 
gation, OSHA found that “it is impossible 
to precisely quantify the anticipated bene- 
fits. . . .”43 Fed.Beg. 5941 (1978). 

If this finding is supported by substantial 
evidence, the statute does not prevent the 
Secretary from finding a tignificant health 
hazard on thqjj^asis of the weight of expert Ixt 
testimony and opinion. I do not understand 
the plurality to hold otherwise. See ante, 
at 2874. 

For the foregoing reasons, I would not 
hold that “OSHA did not even attempt to 
carry its burden of proof on the threshold 
question whether exposure to benzene at 10 
ppm presents a significant risk to human 
health. Ante, at 2870. In my view, the 
question is whether OSHA successfully 
carried its burden on the basis of record 
evidence. That question in turn reduces to 
two principal issues. First, is there sub- 
stantial evidence supporting OSHA’s deter- 
mination that available quantification tech- 
niques are too imprecise to permit a reason- 
able numerical estimate of risks? If not, 
tiien OSHA has failed to show that its 
regulation rests on the “best available evi- 
dence." Second, is OSHA's finding of sig- 
nificant risks at current exposure levels 

finding that health risks exist in particular 

cases. 
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supported by substantial evidence? If not, 
then OSHA has f^ed to show that the new 
regulation is reasonably necessary to pro- 
vide safe and healthful workplaces. 

n 

Although I regard the question as close, I 
do not disagree with the plurality’s view 
that OSHA has failed, on this record, to 
carry its burden of proof on the threshold 
issues summarized above. But even if one 
assumes that OSHA properly met this bur- 
deiv see post, at 2S92-28&3, 2&00 (MAR- 
SHALL, J., dissenting), I conclude that the 
statute also requires the agency to deter- 
mine that the economic effects of its stan- 
dard bear a reasonable relationship to the 
expected benefits. An occupational health 
standard is neither “reasonably necessary” 
nor “feasible,” as required by statute, if it 
calls for expenditures wholly disproportion- 

4 . OSHA argues that § 6(b)C5) requires U to 

promulgate standards that are ^‘feasible" only 
in the sense that they are "^capable of achieve- 
ment’'; that is, achievable “at bearable cost 
with available technology." Brief for Federal 
Parties 57, The lower courts have Indicated 
that a standard is not “infeasible" under 
OSHA’a test unless it would precipitate “mas- 
sive economic dislocation" in the affected in- 
dustry. See, e. g., Americsn Federation of La- 
bor V. Brennan, 530 F.2d 109. 123 (CA3 1975). 
In this case, OSHA simply asked a consulting 
firm to ascertain the costs of complying wrth a 
1 ppm standard. See ante, at 2854. OSHA 
then concluded that “the economic impact of 
[compliance] will not . . . threaten the 

financial welfare the affected firms or the 
general economy." 43 Fed.Reg. 5939 (1978). 
The cost of complying with a standard may be 
“bearable” and still not reasonably related to 
the benefits expected. A manufacturing com- 
pany, for example, may have financial re- 
sources that enable it to pay the OSHA-ordered 
costs. But expenditures for unproductive pur- 
poses may limit seriously its financial abili^ to 
remain competitive and provide jc^. 

5. 1 will not repeat the detailed summary of the 
legislative history contained in the plurality 
opinion. Ante, at 2866-2869. Many of the 
considerations that the plurality relies upon to 
show Congress’ concern with significant harms 
persuade me that Congress did not intend 
OSHA to reduce each significant hazard with- 
out regard to economic consequences. Senator 
Williams, a sponsor of the legislation, stated: 
“Our bill Is fair and reasonable. It is a good- 


ate to the expected health and safety bene- 
fits. 

OSHA contends that § 6(b)(5) not only 
permits but actually requires it to promul- 
gate standards that reduce health risks 
without regard to economic effects, unless 
those effects l would cause widespread dislo- Jms 
cation throughout an entire industry.^ Un- 
der the threshold test adopted by the plu- 
rality today, this authority will exist only 
with respect to “significant” risks. But the 
plurality does not reject OSHA’s claim that 
it must reduce su(^ risks without consider- 
ing economic consequences less serious than 
massive dislocation. In n^ view, that claim 
is untenable. 

Although one might wish that Congress 
had spoken with greater clarity, the legisla- 
tive history and purposes of the statute do 
not support OSHA's interpretation of the 
Act.* jIt is simply unreasonable to believe JJ8» 

faith effort to balance the need of workers to 
have a sa[f]e and healthy work environment 
against the requirement of industry to function 
without undue Interference." 116 Cong.Rec. 

37342 (1970), Legislative History of the Occu- 
pational Safety and Health Act of 1970 (Com- 
mittee Print compUed for the Senate Commit- 
tee on Labor and Public Welfare), p. 435 (1971). 

There could no such "balance" if OSHA were 
authorized to impose standards without regard 
to economic consequences short of serious dis- 
location. 

Senator Dominick described a preliminary 
version of § 6(bK5) as follows: 

"What we were trying to do in the bill . , 

vma to say that when we are dealing with toxic 
agents or physical agents, we ought to take 
such steps as are feasible and practicaf to pro- 
vide an atmosphere within which a person’s 
health or safety would ncjt be affected. Unfor- 
tunately, we bad language providing that any- 
one [sic ] would be assured that no one would 
have a hazard. . . . 

“It was an unrealistic standard. . 

116 Ccing.Rec. 37622 (1970), Legislative Histo- 
ry. supra, at 502 (emphasis added). ' 

Senator Dominick's objection to the “unrealis- 
tic" standard of the forerunner of § 6(bK5) does 
not imply that he thought § 3(8) of the Act 
lacked substantive content. See post, at 2898- 
2899 (MARSHALL, J., dissenting). The Sena- 
tor hardly would have proposed that $ 6(bX5) 
be deleted entirely, see ante, at 2867, if he had 
not thought that other sections of the Act re- 
quired health regulations that were reasonable 
and practical. 
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that Congress intended OSHA to pursue the 
desirable goal of risk-free workplaces to the 
extent that the economic viability of partic- 
ular industries — or significant segments 
thereof-^ threatened. As the plurality 
observes, OSHA itself has not chosen to 
carry out such a self-defeating policy in all 
instances. Ante, at 2868. If it did, OSHA 
regulations would impair the ability of 
American industries to compete effectively 
with foreign businesses and to provide em- 
ployment for American workers.* 

1 therefore would not lightly assume that 
Congress intended OSHA to require reduc- 
tion of health risks found to be significant 
whenever it also finds that the affected 
|<» industry can bear the costs. See n. 4, supra. 
Perhaps more significantly, however, 
OSHA's interpretation of § 6(bXS) would 
force it to regulate in a manner inconsistent 
with the important health and safety pur^ 
poses of the legislation we construe today. 
Thousands of toxic substances present ris^ 
that fairly could be characterized as “signif- 
icant” Gf. ante, at 2866, n. 61. Even if 
OSHA succeeded in selecting the gravest 
risks for earliest regulation, a standard-set- 
ting process that ignored economic consider- 
ations would result in a serious misalloca- 
tion of resources and a lower effective level 
of safety than could be achieved under 
standards set with reference to the compar- 
ative benefits available at a lower cost^ I 
would not attribute such an irrational in- 
tention to Congress. 

6. Congress has assigned OSHA an extremely 
difficult and complex task, and the guidance 
afforded OSHA is considerably leas than dear. 
The agency’s primary resi>onsibllity, reflected 
In its title, la to minimize health and safety 
risks in the workplace. Yet the economic 
health of our h^hly Industrialized society re- 
quires a high rate of employment and an ade- 
quate response to increasingly vigorous foret^ 
competition. Hiere can be little doubt that 
Congress Intended OSHA to balance reason- 
ably the societal inteieat In health and safety 
with the often conflicting goal of maintaining a 
strong national economy. 

7. For example, OSHA's reading of f 6(bKS) 
could force the depletion of an industry’s re- 
sources In an effort to reduce a single risk 
some speculative amount, even though other 
slgnifteant risks remain unregulated. 


In these cases, OSHA did find that the 
“substantial costs” of the benzene regula- 
tions are justified. See aupra> at 2876. But 
the record before us contains neither ade- 
quate documentation of this conclusion, nor 
any evidence that OSHA weighed the rele- 
vant considerations. The agency simply an- 
nounced its finding of cost-justification 
without explaining the method by which it 
determines that the benefits justify the 
costs and their economic effects, No ra- 
tional system of regulation can permit its 
administrators to make policy judgments 
without explaining how their decisions ef- 
fectuate the purposes of the governing law, 
and nothing in the statute authorizes such 
laxity in these cases.* ^nce neither the 
airborne concentration standard nor the 
dermal contact standard for exposure to 
benzene satisfies the requirements of the 
governing statute, 1 join the Court’s judg- 
ment affirming the judgment of the Court 
of Appeals. 

Mr. Justice REHNQUIST, concurring in 
the judgment. 

The statutory provision at the center of 
the present controversy, § 6(bX5) of the 
Occupational Safety and Health Act of 
1970, states, in relevant part, that the Sec- 
retary of Labor 

. . in promulgatii^ standards 

dealing with toxic materials or harmful 

8. The decision that costs justify benefits is 
largely a policy judgment delegated to OSHA 
by Congress. When a court reviews such judg- 
ments under the “substantial evidence’’ stan- 
dard noandated by 29 U.S.C § 655(f), the court 
must determine whether the responsible agen- 
cy has “carefullly] identlfi[ed] . . . the 

reasons why {It] chooses to follow one course 
rather than another” as the most reasonable 
method of effectuating the purposes of the ap- 
plicable law. Industrial Union Dept v. Hodg- 
son. 162 U.S.App.D.C 331, 339-340, 499 F.2d 
467, 475-476 (1974). Since OSHA failed to 
identify its reasons In these cases, I express no 
opinion as to the standard of review that may 
be appropriate in other situations. 
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physical agents . . . shall set the 

standard which most adequately assures, 
to the extent feasible, on the basis of the 
best available evidence, that no emplc^ree 
will Buffer material impairment of health 
or functional capacity even if such em- 
ployee has regular exposure to the hazard 
. dealt with by such standard for the peri- 
od of his working life ” 84 Stat. 1594, 29 
U.S.C. 5 6B6(bX5) (emphaaia added). 
According to the Secretary, who is one of 
the petitioners herein, § 6(b)(5) imposes 
upon him an absolute duty, in regulating 
harmful substances like benzene for which 
no safe level is known, to set the standard 
for permissible exposure at the lowest level 
that “can be achieved at bearable cost with 
available technology.” Brief for Federal 
Parties 67. While the Secretary does not 
attempt to refine the concept of “bearable 
cost,” he apparently believes that a pro- 
posed standard is economically feasible so 
long as its impact “will not be such as to 
threaten the financial welfare of the affect- 
ed firms or the general economy ” 43 Fed. 
Reg. 5939 (1978). 

Respondents reply, and the lower court 
agreed, that § 6(bX5) must be read in light 
1 67* of another provision in the jsame Act, 
§ 8(8), which defines an “occupational 
health and safety standard” as 

. . a standard which requires 

conditions, or the adoption or use of one 
or more practices, means, methods, opera- 
tions, or processes, reasonably necessary 
or appropriate to provide safe or health- 
ful employment and places of employ- 
ment.” 84 Stat. 1591, 29 U.S.C. § 652(8). 
According to respondents, § €(bX5), as tem- 
pered by $ 3(8), requires the Secretary to 
demonstrate that any particular health 
standard is justifiable on the basis of a 
rough balancing of costs and benefits. 

In considering these alternative interpre- 
tations, my colleagues manifest a good deal 

1. J. Locke, Second Treatise of Civil Govern- 
ment, In the TradiUon of Freedom, ^ 141, p. 244 
(M. Mayer ed. 1957). In the same treatise, 
Locke also wrote that "[tjhe legislative cannot 


of uncert^nty, and ultimately divide over 
whether the Secretary produced sufficient 
evidence that the proposed standard for 
benzene will result in any appreciable bene- 
fits at all. This uncertainty, I would sug- 
gest, is eminently justified, since I believe 
that this litigation presents ^e Court with 
what has to be one of the most difficult 
issues that could confront a decisionmaker: 
whether the statistical possibility of future 
deaths should ever be disregarded in light 
of the economic costs of preventing those 
deaths. I would also suggest that the wide- 
ly varying positions advanced in the briefs 
of the parties and in the opinions of Mr. 
Justice STEVENS, THE CHIEF JUSTICE, 
Mr. Justice POWELL, and Mr. Justice 
MARSHALL demonstrate, perhaps better 
than any other fact, that Ck>ngress, the gov- 
ernmental body best suited and most obli- 
gated to make the choice confronting us in 
this litigarion, has improperly delegated 
that choice to the Secretary of Labor and, 
derivatively, to this Court. 

I 

In his Second Treatise of Civil Govern- 
ment, published in 1690, John Locko wrote 
that “[tjhe power of the legislative, being 
derived from the people by a positive volun- 
tary grant and institution, can be no other 
than what that DOBitive I grant conveyed, 
which being only to make laws, and not to 
make legislators, the legislative can have no 
power to transfer their authority of making 
laws and place it in other hands.” ^ Two 
hundred years later, this Court expressly 
recognized the existence of and the necessi- 
ty for limits on Congress" ability to delegate 
its authority to representatives of the Exec- 
utive Branch: “That Congress cannot dele- 
gate legislative power to the president is a 
principle universally recognized as vital to 
the integrity and maintenance of the sys- 
tem of government ordained by the Consti- 

transfer the power of making laws to any other 
hands; for it being but a delegated power from 
the people, they who have it cannot pass it over 
to others." tbid. 
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tution." FieJd v. Clark, 143 U,S. 649, 692, 
12 S.Ct 495, m, 86 L.Ed. 294 <189^.3 
The rule ^^nst delegation of legislative 
power is not, however, so cardinal of princi- 
ple as to allow for no exception. The 
Framers of the Constitution were practical 
statesmen, who aaw that the doctrine of 
separation of powers was a two-^ed coin. 
James Madison, in Federalist Paper No, 48, 
for example, recognized that while the divi- 
uon of authority among the various branch- 
es of government was a useful principle, 
*'the degree of separation which the maxim 
requires, as essential to a free government, 
can never in practice be duly maintained.'* 
The Federalist No. 48, p. 308 (H. Lodge ed. 
1888). 

This Court also has recognized that a 
hermetic sealing-off of tiie three branches 
of government from one another could easi- 
ly frustrate the establishment of a National 
im Government i capable of effectively exercis- 
ing the substantive powers grant^ to the 
varioua branches by the Constitution. Mr. 
Chief Justice Taft, writing for the Court in 
/. W, Hampton & Co. v. United States, 276 
U.S. 394, 48 S.Ct. 848, 72 L.Ed. 624 (1928), 
noted the practicalities of the balance that 
has to be struck: 

"p!^e rule is that in the actual adminis- 
tration of the government Congress or 
the Legislature should exercise the legis- 
lative power, the President or the state 
executive, the Governor, the executive 
power, and the courts or the judiciary the 
judicial power, and in carting out that 
constitutional division into three branches 
it is a breach of the national fundamental 
law if Congress gives up its legislative 
power and transfers it to the President, 
or to the Judicial branch, or if by law it 
attempts to invest itself or its members 
with either executive power or judicial 
power. This is not to say that the three 
branches are not coordinate parts of one 
government and that each in the field of 

2. As early as 1612, this Court had considered 
and rejected an argument that a statute autho- 
rizing the President to terminate a trade embar- 
go on Britain and France if those two nations 
ceased violating “the neutral commerce of the 


Its duties may not invoke the action of 
the two other branches In so far as the 
action invoked shall not be an assumption 
of the constitutional field of action of 
another branch. In determining what it 
may do in seeking assistance from anoth- 
er branch, the extent and character of 
that assistance must be fixed according 
to common sense and the inherent neces- 
sities of the governmental co-ordination." 

M, at 406, 48 S.Ct., at 361. 

During the third and fourth decades of 
this century, this Court within a relatively 
short period of time struck down several 
Acts of Congress on the grounds that they 
exceeded the authority of Congress under 
the Commerce Clause or under the nondele- 
gation principle of separation of powers, 
and at the same time struck down state 
statutes because they violated ‘^substan- 
tive” due process or interfered with inter- 
state commerce. See generally R Jackson, 

The Struggle for Judicial Supremacy 48- 
123 (1949). When many of these decisions 
were later overruled, the principle tiiat 
Congressjsould not simply transfer its leg- Jjtb 
islative authority to the Executive fell un- 
der a cloud Yet in my opinion derisions 
such as Panama Refining Co. v. Ryan, 293 
U.S. 388, 55 S.CL 241, 79 LEd. 446 (1935), 
suffer from none of the excesses of judicial 
policymaking that plagued some of the oth- 
er decisions of that era. The many later 
decisions that have upheld congressional 
delegations of authority to the Executive 
Branch have done so largely on the theory 
that Congress may wish to exercise its au- 
thority in a particular field, but because the 
Held is sufficiently technical, the ground to 
be covered sufficiently large, and the Mem- 
bers of Congress themselves not necessarily 
e)cpert in the area in which they choose to 
legislate, the most that nuy be asked under 
the separation-of-powers doctrine is that 
Congress lay down the general policy and 

United States” delegated too much discretion 
to the Executive Branch. See 77ie Brig Aurora 
V. United States. 7 Cranch 382. 383, 386. 388, 

11 O.S. 382, 3 LEd. 378. 
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standards that animate the law, leaving the 
agency to re^ne those standards, in the 
blanks,” or apply the standards to particu* 
lar cases. These decisions, to my mind, 
simply illustrate the aboven^uoted principle 
stated more than 50 years by Mr. Chief 
Justice Taft that delegations of legislative 
authority must be judged “according to 
common sense and the inherent necessities 
of the governmental co-ordination.” 

Viewing the legislation at issue here in 
l^ht of these principles, I believe that it 
fails to pass muster. Read literally, the 
relevant portion of § 6(bX5) is completely 
precatory, admonishing the Secretary to 
adopt the most protective standard if he 
can, but excusing him from that duty if he 
cannot In the case of a hazardous sub- 
stance for which a “safe” level is either 
unknown or impractical, the language of 
§ 6(bX5) gives the Secretary absolutely no 
indication where on the continuum of rela^ 
tive safety he should draw his line. Espe- 
cially in light of the importance of the 
interests at stake, I have no doubt that the 
provi^on at issue, standing alone, would 
violate the doctrine against lincanalized del- 
egations of legislative power. For me the 
remaining question, then, is whether addi- 
tional standards are ascertainal^e from the 
legislative history or statutory context of 
Ift 76 § 6(hX5) or, if not, whetherjsuch a stan- 
dardless delegation was justifiable in light 
of the “inherent necessities” of the situa- 
tion. 

II 

One of the primary sources looked to by 
this Court in adding gloss to an otherwise 
broad grant of legislative authority is the 
legislative history of the statute in question. 
The opinions of Mr. Justice STEVENS and 
Mr. Justice MARSHALL, however, give lit- 
tle more than a tip of the hat to the legisla- 

3. Respondents argue that, de^ite Us seemingly 
general application, the original version of 
§ 6(b)(5) actually referred only to health haz- 
ards as opposed to safety hazards. See Adden- 
dum B to Brief for Respondents American Pe- 
troleum Institute et al. 5b-6b. In support of 
this proposition, they cite a portion of the legis- 


tive origins of § 6(bX6). Such treatment is 
perhaps understandable, since the legisla- 
tive history of that section, far from shed- 
ding light on what important policy choices 
Congress was making in the statute, gives 
one the feeling of viewing the coi^Tessional 
purpose “by the dawn’s early light.” 

The precursor of § 6(bX5} was placed in 
the Occupational Safety and Health Act of 
1970 while that bill was pending in the 
House Committee on Education and L^bor. 

At that time, the section read: 

“The Secretary, in promulgating stan- 
dards under this subs^tion, shall set the 
standard which most adequately assures, 
on the basis of the best available profes- 
sional evidence, that no employee will 
suffer any impairment of health, or func- 
tional capacity, or diminished life expect- 
ancy even if such employee has regular 
expowre to the hazard dealt with by such 
standard for the period of his working 
life.” § 7 (bX 4), H.R. 16785, 91st Cong., 

2d Sees. 49 (1970), Legislative History of 
the CcGupational Safety and Health Act 
of 1970 (Committee Print compiled for 
the Senate (Committee on Labor and Pal> 
lie Welfare), p. 943 (1971) (hereinafter 
Leg.Hiat.). 

Throe aspects of this original proposal are 
particularly significant. First, and perhaps 
moat importantly, as originally introduced 
the provision contained no feasibility limita- 
tion, providing instead that the Secretary 
“shall set the standard which most ade- 
quately assures” that no employee will suf- 
fer Jharm. Second, it would have required U tt 
the Secretary to protect employees from 
“any” impairment of health or functional 
capacity. Thud, on its face, although per- 
haps not in its intent, the provision applied 
to both health and safety standards promul- 
gated under the Act.^ 

lative history where the House Committee on 
Education and Labor stated that the proposed 
version of § 6(b)(5) would apply when the Sec- 
retary set an “occupational health standard.” 
H.R.Rep. No. 91-1291, p. 18 (1970), Leg.Hlst. 

848. 
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There can be little doubt that, at this 
point in its journey throu^ Congress, 
§ 6(bX5) would have required the Secretary, 
in regulating toxic substances, to set the 
permissible level of exposure at a safe level 
or, if no safe level was known, at zero. 
When the Senate Committee on Labor and 
Public Welfare considered a provision iden> 
tical in almost all respects to the House 
version, however, Senator Javits objected 
that the provision in question “might be 
interpreted to require absolute health and 
safety in all cases, regardless of feasibility. 

. . aRep. No. 91-1282, p. 58 (1970). 

Leg.Hist 197. See also 116 Cong.Rec. 
37327 (1970), Leg.Hist 418. The Commit, 
tee therefore amended the bill to provide 
that the Secretary “shall set the standard 
which most adequately and feasibly** as- 
sured that no employee would suffer any 
impairment of health. S. 2193, 9l3t Gong., 
2d Sess., p. 39 (1970), Leg.Hist 242 (empha- 
sis added). The only additional explanation 
for this change appeared in the Senate Re- 
port accompanying the bill to the Senate 
floor There, the Ciommittee explained: 

“[S]tandarda promulgated under sec- 
tion ^b) shall represent feasible require- 
ments, which, where appropriate, shall be 
based on research, experiments, demon- 
strations, past experience, and the latest 
available scientifwidata Such standards 
should be directed at assuring, so far as 
possible, that no employee will suffer im- 
paired health of functional capacity or 
diminished life expectancy, by reason of 
the exposure to the hazard involved, even 
though such exposure may be over the 
period of his entire working life.'* S.Rep. 
No. 91-1282, p. 7 (1970), Leg.Hist 147 
(emphasis add^). 

Despite Senator Javits’ inclusion of the 
words “and feasibly” in the provision, par- 
ticipants in the floor debate immediately 
characterized § 6(bXS) as requiring the Sec- 
retary “to establish a utopia free from any 
hazards” and to “assure that there will not 
be any risk at all.” 116 Cong.Rec. 37614 
(1970), Leg.Hist 480-481 (remarks of Sen. 
Dominick). Senator Saxbe stated: 


“When we come to saying that an em- 
ployer must guarantee that such an em- 
ployee is protected from any possible 
harm, I think it will be one of the most 
difficult areas we are going to have to 
ascertain. . . . 

“I believe the terms that we are pass- 
ing back and forth are going to have to 
be identified.” 116 Cong.Rec., at 26622, 
Leg.Hist 345. 

In response to these concerns, Senator 
Dominick introduced a substitute for the 
proposed provision, deleting the sentence at 
issue here entirely. He explained that his 
amendment would delete 
“the requirement in section 6(bX5) that 
the Secretary will establish occupational 
safety and health standards which most 
adequately and feasibly assure to the ex- 
tent possible that no employee will suffer 
any impairment of health or functional 
capacity, or diminished life expectancy 
even if the employee has regular expo- 
sure to the hazard dealt with by the 
standard for the period of his working 
life. 

‘“This requirement is inherently confus- 
ing and unrealistic. It could be read to 
require the Secretary to ban all joccupa- 
Uons in which there remains some risk of 
injury, impaired health, or life expectan- 
cy. In the case of all occupations, it will 
be impossible to eliminate all risks to 
safety and health. Thus, the present cri- 
teria could, if literally applied, close every 
business in this nation. In addition, in 
many cases, the standard which might 
most 'adequately' and 'feasibly’ assure 
the elimination of the danger would be 
the prohibition of the occupation itself. 

"If the provision is intended as no more 
than an admonition to the Secretary to do 
his duty, it seems unnecessary and could, 
if deemed advisable be included in the 
legislative history.” (Emphasis in origi- 
nal.) 116 Cong.Rec., at 365S0, Leg.Hist 
367. 

Eventually, Senator Dominick and his 
supporters settled for the present language 
of § 6(bX5). This agreement resulted in 
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three changes from the original version of 
the provision as amended by Senator Javits. 
First, the provision was altered to state 
explicitly that it applied only to standards 
for “toxic materials or harmful physical 
agents,” in apparent contrast with safety 
standards. S^nd, the Secretary was no 
longer admonished to protect employees 
from “any” impairment of their health, but 
rather only from “material” impairments. 
Third, and most importantly for our pur- 
poses, the phrase ‘*most adequately and fea- 
sibly assures” was revamped to read “most 
adequately assures, to the extent feasible.” 

We have been presented with a number 
of different interpretations of this shift. 
According to the Secretary, Senator Domin- 
ick recognized that he could not delete the 
seemingly absolute requirements of 
§ 6(bX5) entirely, and instead agreed to 
limit its application to toxic materials or 
harmful physical {^ents and to specify that 
the Secretary was only to protect employees 
from material impairment of their health. 
Significantly, the Secretary asserts that his 
mandate to set such standards at the safest 
level technologically and economically 
achievable remained unchanged by the 
Dominick amendment. Accoiding to the 
Secretary, the chai^ in language from 
“most adequately and feasibly assures” to 
“most adequately assures, to the extent fea- 
sible,” represented only a slight shift in 
emphasis, perhaps si^gesting “a preference 
for health protection over coat.” App. to 
Brief for Federal Parties 7a, n. 2. See also 
Brief for Federal Parties 59. 

Mr. Justice MARSHALL reads this histo- 
ry quite differently. In his view, the ver- 
sion of I 6(bX5) that reached the Senate 
floor did not “clearly embod[y] the feasibili- 
ty requirement” and thus was soundly criti- 
cized as being unrealistic. See post, at 
2890. It was only as a result of the floor 
amendments, which replaced “most ade- 
quately and feasibly assures” with “most 
adequately assures, to the extent feasible,” 
that the Secretary clearly was authorized to 

4. The legislative history indicates strongly that 

Senator Dominick himself saw little, if any. 


reject a standard if it proved technolc^cal- 
ly or economically infeasible. See also post, 
at 2898, and 2903, n. 34. 

Respondents cast yet a third l^ht on 
these events, focusing upon a few places in 
the legislative history where the words 
“feasible” and “reasonable” were used more 
or less interchangeably:. See S.Rep. No. 
91-2193, pp. 8-10 (1969), Leg.Hist 38-^0; 

115 Cong.Rec. 22517 (1969) (Sen. Javits). It 
is their contention that, when Congress said 
“feasible,” it meant cost-justified. Accord- 
ing to respondents, who agree in this regard 
with the Secretary, the meaning of the 
feasibility requirement did not change sub- 
stantially between the version that left the 
Senate Committee on Labor and Public 
Welfare and the version that was ultimate- 
ly adopted as part of the Act. 

To my mind, there are several lessons to 
be gleaned from this somewhat cryptic leg- 
islative history. First, as pointed out by 
Mr. Justice MARSHALL, to the extent that 
Senator Javits, Senator Dominick, and oth- 
er Members were worried about imposing 
upon the Secretary the impossible burden of 
assuring absolute safety, they did not view 
§ 3(8) of the Act laa a limitation on that l«8i 
duty, 1 therefore find it difficult to accept 
the conclusion of the lower court, as embel- 
lished by respondents, that § 3(8) acts as a 
general check upon the Secretary’s duty 
under $ 6(bXb) to adopt the most protective 
standard feasible. 

Second, and more importantly, 1 believe 
that the legislative history demonstrates 
that the feasibility requirement, as em- 
ployed in § 6(bX5), is a legislative mirage, 
appearing to some Members but not to oth- 
ers, and assuming any form desired by the 
beholder. I am unable to accept Mr. Justice 
marshall’s argument that, by changing 
the phrasing of § 6(bX5) from **most ade- 
quately and feasibly assures” to “most ade- 
quately assures, to the extent feasible,” the 
^nate injected into that section something 
that was not already there.* If I am cor- 

difference between the phrases ‘*most ade- 
quately and feasibly assures” and ‘^most ade- 
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rect in thU regard, then the amendment 
introduced by Senator Javits to relieve the 
Secretary of the duty to create a risk-free 
workplace left Senator Dominick free to 
object to the amended provision on the 
same grounds. Perhaps ^nator Dominick 
himself offered the aptest description of the 
feasibility requirement as “no more than an 
admonition to the Secretary to do his duty. 
...” 116 Cong.Rec. 36530 (1970); Leg. 
Hist. 367. 

In sum, the k^lative history contains 
nothing to indicate that the language “to 
the extent feasible” does anything other 
jthan render what had been a dear, if some- 
what unrealistic, standard largely, if not 
entirely, precatory. There is certdnty 
nothing to indicate that these words, as 
used in § 6(bX5), are limited to technologi- 
cal and economic feasibility. When Con- 
gress has wanted to limit the concept of 
feasibility in this fashion, it has said so, as 
is evidenrad in a statute enacted the same 
week as the provision at issue here.’ I also 
question whether the Secretary wants to 
assume the duties such an interpretation 
would impose upon him. In these cases, for 
example, the Secretary actually declined to 
adopt a standard lower than 1 ppm for 
some industries, not because it was econom- 
ically or technologically infeasible, but rath- 
er because “different levels for different 
industries would result in serious adminis- 
trative difficulties.” 43 Fed.Reg. 5947 
(1978). See also ante, at 2868 (plurality 
opinion). If § 6(bX5) authorizes the Secre- 
tary to reject a more protective standard in 
the interest of administrative feasibility, I 
have little doubt that he could reject such 

quately assures, to the extent feasible.^ In the 
course of bis earlier attempt to delete the 
sentence of $ 6(bX5> entirely, he paraphrased 
the unamended version of that section as re- 
quiring the Secretary to promulgate standards 
that “most adequatky and feasibly assure to 
the extent possible” that no employee would 
suffer harm. 116 Cong.Rec. 36530 (1970), Leg. 
Hist. 367 (emphasis added). Unless Senator 
Dominick found a significant difference be- 
tween the words “possible” and “feasible,” it is 
clear that there is httle difference between Sen- 
ator Dominick’s perception of what the un- 


standards for any reason whatsoever, in- 
cluding even political feasibility. 

Ill 

In prior cases this Ck>urt has looked to 
sources other than the legislative history to 
breathe life into otherwise delega- 

tions of legislative power. In Americdn 
Power & Light Ck>. v. SEC, 329 U.S. 90, 104, 
67 S.Ct 133. 141, 91 L.Ed. 103 (1946), for 
example, this Court concluded that certain 
seemingly vague delegations “derive[d] 
much meaningfful content from the purpose 
of the Act, its factual background and the 
statutory context in which they appear.” 
Here, however, there is little or nothing in 
the I remaining provisions of the Occupa- 
tional Safety and Health Act to provide 
specificity to the feasibility criterion in 
§ 6(bX5). It may be true, as suggested by 
Mr. Justice MARSHALL, that the Act as a 
whole expresses a distinct preference for 
safety over dollars. But that expression of 
preference, as I read it, falls far short of 
the proposition that the Secretary must 
eliminate marginal or insignificant risks of 
material harm right down to an industr/s 
breaking point. 

Kor are these cases like Ucbter v. United 
States, 334 U.S. 742, 783, 68 S.Ct. 1294, 
1315, 92 L.Ed. 1694 (1948), where this Court 
upheld delegation of authority to recapture 
“excessive profits” in light of a pre-existing 
administrative practice. Here, the Secre- 
tary’s approach to toxic substances like ben- 
zene could not have predated the enactment 
of § 6(bK5) itself. Moreover, there are indi- 
cations that the postenactment administra- 
tive practice has been less than uniform. 

amended section required Ln the way of feasi- 
bility and what that section required after his 
amendment. 

5. Sections 211(c)(2)(A) and (B) of the Clean Air 
Act, as ameod^ on Dec. 31, 1970, 84 Stat- 
1698, authorize the Environmental Protection 
Agency to regulate, control, or prohibit auto- 
motive fuel additives after “consideration of 
other tecimok^tcally or ecoDomicnIIy feasible 
means of achieving emission standards . 

42 U.S.C. § 7545(c)(2XA) (1976 ed, Supp.H) 
(emphasis added). 
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For example, the OccupatioTial Safety and 
Health Review Commission (OSHRC), the 
body charged with adjudicating citations 
issued by the Secretary under the Act, ap- 
parently does not agree with the definition 
of ''feasibility,” advanced in these cases by 
the Secretary, In Continental Can Cbi, 4 
OSHC 1541, 1976-1977 OSHD 121,009 
(1976), the Commission reasoned: 

“Clearly, employers have finite resources 
available for use to abate health hazards. 
And just as clearly if they are to be made 
to spend without limit for abatement of 
this hazard their financial ability to abate 
. other hazards, including life threatening 
hazards, is reduced.” Id., at 1547, 1976- 
1977 OSHD, p. 25,256. 

Furthermore, the record in these cases con- 
tains at least one indication that the Secre- 
tary himself was, at one time, quite uncer- 
tain what limits § 6(bX5) placed upon him. 
In announcing the proposed 1 ppm standard 
and discussing its economic ramifications, 
the Secretary explained that ''[w]hile the 
precise meaning of feasibility is not clear 
_1884 from the Act, it isjpSHA's view that the 
term may include the economic ramifica- 
tions of requirements imposed by stan- 
dards” 43 Fed.Beg. 5934 (1978). This can- 
did and tentative statement falls far short 
of the Secretary’s present position that eco- 
nomic and technological considerations set 
the only limits on his duty to adopt the 
most protective standard. Finally, as noted 
earlier, the Secretary has failed to apply his 
present stringent view uniformly, rejecting 
in these cases a lower standard for some 
industries on the grounds of administrative 
convenience. 

In some cases where broad delegations of 
power have been examined, this Court has 
upheld those delegations because of the de- 
legatee’s residual authority over particular 
subjects of regulation. In United States v. 
Curtlss-Wright Export Corp., 299 II.S. 304, 
307, 57 S.Ct. 216, 81 L.Ed. 255 (1936), this 
Court upheld a statute authorizing the 
President to prohibit the sale of arms to 
certain countries if he found that such a 
prohibition would "contribute to the rees- 
tablishment of peace.” This Court reasoned 


that, in the area of foreign affairs, Con> 
gress "must often accord to the President a 
degree of discretion and freedom from stat- 
utory restriction which would not be admis- 
sible were domestic affairs alone involved,” 

Id,, at 320, 57 S.Ct., at 221. Similarly, 
United States v. Mazurie, 419 U.S. 544, 95 
S.Ct. 710, 42 LEd.2d 706 (1975), upheld a 
broad delegation of authority to various 
Indian tribes to regulate the introduction of 
liquor into Indian country. According to 
Mazurie, limitations on Congress’ authority 
to delegate legislative power are "less strin- 
gent in cases where the entity exercising 
the delegated authority itself possesses in- 
dependent authority over the subject mat- 
ter.” Id,, at 556-557, 95 S.Ct., at 717. In 
the present cases, however, neither the Ex- 
ecutive Branch in general nor the Secretary 
in particular enjoys any independent au- 
thority over the subject matter at issue. 

Finally, as indicated earlier, in some cases 
this Court has abided by a rule of necessity, 
upholding broad delegations of authority 
where it would be "unreasonable and im- 
practicable Jio compel Congress to prescribe lu& 
detailed rules” regarding a particular policy 
or situation. American Power & Light Co. 

V. SEK), 329 U.S., at 105, 67 S.Ct., at 142. 

See also Buttficid v. Str^nahnn, 192 U.S. 

470, 496, 24 S.CU 349, 355, 48 L.Ed. 525 
(1904). But no need for such an evasive 
standard as "feasibility” is apparent in the 
present cases. In dieting § 6(bX5), Con- 
gress was faced with a clear, if difficult, 
dioice between balancing statistical lives 
and industrial resources or authorizing the 
Secretary to elevate human life above all 
concerns save massive dislocation in an af- 
fected industry. That Congress reci^ized 
the difficulty of this choice is clear from the 
previously noted remark of Senator Saxbe, 
who stated that "[wjhen we come to saying 
that an employer must guarantee that such 
an employee is protected from any posable 
harm, 1 think it will be one of the most 
difficult areas we are going to have to 
ascertain." 116 Cong.Rec. 36522 (1970); 

Leg. Hist. 345. That Congress chose, inten- 
tionally or unintentionally, to pass this dif- 
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ficult choice on to the Secretary is evident 
from the spectral quality of the standard it 
selected and is eapsulized In Senator 
Saxbe’s unfulfilled promise that "the terms 
that we are pas^ng back and forth are 
going to have to be identified.” Ibid 

IV 

As formulated and enforced by this 
Court, the nondelegation doetnne serves 
three important functions. First, and most 
abstractly, it ensures to the extent consist- 
ent with orderly governmental administra- 
tion that important choices of social policy 
are made by Congress, the branch of our 
Government moat responsive to the popular 
wilL See Arizona v. CaJifomia, 373 U.S. 
546, 626, 83 S-Ct 1468, 1611, 10 LEd.2d 542 
(1963) (Harlan, J., dissenting in part); t/h/t- 
ed States v. Robel, 389 U.S. 268. 276, 88 
act 419, 430. 19 L.Ed.2d 508 (1967) 
(BRENNAN, J., ooneurring in result). 
Second, the doctrine guarantees that, to the 
extent 0)ngress finds it necessary to dele- 
gate authority, it provides the recipient of 
that authority with anj^intelligible princi- 
ple” to guide the exercise of the delegated 
discreUon. See J. W. Hampton A Co. r. 
United States, 276 U.S., at 409, 48 S-Ct., at 
352; 72 L.Ed. 624 (1928); Panama Refining' 
Co. V. Rjan, 293 XJ.S., at 430, 55 S.Ct. at 
252. Third, and derivative of the second, 
the doctrine ensures that courts charged 
with reviewing exercise of delegated 
legislative discretion will be able to test 
that exercise against ascertainable stan- 
dards. See Arizona v. CaJifomia, supra, 373 
U.S., at 626, 83 S.Ct,, at 1511 (Harlan, J., 
dissenting in. part); American Power & 
Light Co. V. SEC, supra, at 106, 67 &Ct, at 
142. 

6. See J. Ely, Democracy and Distrust, A Theory 
of Judicial Review 131-134 (1980); J. Freed- 
man, Crisis and Legitimacy, The Administra- 
tive Process and American Government 78-94 
(1978); T. Lowi, The End of Liberalism: Ideolo- 
gy, PoHcy, and the Crisis of Public AuthcMlty 
129-146, 297-299 (1969); Wright, Beyond Dis- 
cretionary Justice, 81 Yale L.J. 575, 582-587 
(1972); Waist-Deep In Regulation, Washington 


1 believe the le^lation at issue here fails 
on all three counts. The decision whether 
the law of diminishing returns should have 
any place in the regulation of toxic sub- 
stances is quintessentidly one of legislative 
policy. For Clongress to pass that deciuon 
on to the Secretary in manner it did 
violates, in my mind, John Locke's caveat — 
reflected in the cases cited earlier in this 
opinion— that legislatures are to make laws, 
not legislators. Nor, as t think the prior 
discussion amply demonstrates, do the pro- 
visions at issue or their legislative history 
provide the Secretary with any guidance 
that might lead him to his somewhat tenta- 
tive conclusion that he must eliminate expo- 
sure to benzene as far as technologically 
and economically possible. Finally, I would 
suggest that the standard of "feasibility” 
renders meaningful judicial review impossi- 
ble. 

We ought not to shy away from our 
judicial duty to invalidate unconstitutional 
delegations of legislative authority solely 
out of concern that we should thereby rein- 
vigorate discredited constitutional doctrines 
of the pre-New Deal era. If the nondelega- 
tion doctrine has fallen into the same desue- 
tude as have substantive due process and 
restrictive interpretations of the Commerce 
Clause, it is, as one writer has phrased it. 
case of death by association.” J. Ely, De- 
mocracy and Distrust, A Theory of Judicial 
Review 133 (1980). Indeed, a number of 
observers have suggested that this Court 
should once more take up its burden of 
ensuring that Congress does not unneces- 
sarily delegate important choices of social 
policy to politically unresponsive adminis- 
tratore-* Other observers, as might be 
imagined, have disagreed’^ 

Post, Nov. 3, 1979, p. AlO, col. 1. Cf. W, 
Douglas, Go East, Young Man 217 (1974). 

7. See K. Davis, Discretionary Justice: A Pre- 
bminary Inquiry 49-51 (I960); Stewart, The 
Reformation of American Administrative Law, 
88 Harv.L.Rev. 1669, 1693-1697 (1975). Cf. 
Jaffe, The Illusion of the Ideal Administration, 
86 Harv.L.Rev. 1183, 1190, n. 37 (1973). 
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If we are ever to resh<»ilder the burden 
of ensuring^ that Coi^fress itself make the 
critical polity deci^ons, these are surely the 
cases in which to do it It is difficult to 
imagine a more obvious example of Con- 
gress simply avoiding a choice which was 
both fundamental for purposes of the stat- 
ute and yet politically so divisive that the 
necessary decision or compromise was diffi- 
cult, if not impossible, to hammer out in the 
legislative forge. Far from detracting 
from the substantive authority of Congress, 
a declaration that the first sentence of 
§ 6(bX6) of the Occupational Safety and 
Health Act constitutes an invalid delegation 
to the Secretary of Labor would preserve 
the authority of Congress. If Congress 
wishes to lepslate in an area which it has 
not previously sought to enter, it will in 
today’s political world undoubtedly run into 
opposition no matter how the legislation is 
formulated. But that is the very essence of 
legislative authority under our system. It 
is the hard choices, and not the filling in of 
the blanks, which must be made by the 
elected representatives of the people. 
When fundamental policy decisions underly- 
ing important legislation about to be enact* 
ed are to be made, the buck stops with 
Congress and the President insofar as he 
exercises his constitutional role in the legis- 
lative process. 

I would invalidate the first sentence of 
§ 6(bX5) of the Occupational Safety and 
l6»s Health Act of 1970 as it applies to lanv 
toxic substance or harmful physical agent 
for which a safe level, that is, a level at 
which ^‘no employee will suffer material 
Imp^rment of health or functional capacity 
even if such employee has regular exposure 
to [that hazaztQ for the period of his work- 
ing life,” is, according to the Secretary, 
unknown or otherwise “infeasible.” Absent 
further congressional action, the Secretary 
would then have to choose, when acting 
pursuant to § G(bX5), between setting a 
safe standard or setting no standard at all.^ 

9. This ruling would not have any effect upon 
standards governing toxic substances or harm- 
ful physical agents for which safe levda are 
feasible, upon extant standards promulgated as 


Accordingly, for the reasons stated above, I 
concur in the judgment of the Court affirm- 
ing the judgment of the Court of Appeals. 

Mr. Justice MARSHALL, with whom Mr. 
Justice BRENNAN, Mr. Justice WHITE!, 
and Mr. Justice BLACKMUN join, dissent- 
ing. 

In cases of statutory construction, this 
Court’s authority is limited. If the statuto- 
ry language and legislative intent are plmn, 
the judicial inquiry is at an end. Under our 
jurisprudence, it is presumed that ill-con- 
sidered or unwise legislation will be correct- 
ed through the democratic process; a court 
is not permitted to distort a statute’s mean- 
ing in order to make it conform with the 
Justices’ own views of sound soda! policy. 

See rVA v. Hill, 437 U.S. 153, 98 S.CI. 2279, 

57 L.Ed.2d 117 (1978). 

Today^s decision flagrantly disregards 
these restrictions on judicial authority. The 
plurality ignores the plain meaning of the 
Occupational Safety and Health Act of 1970 
in order to bring the authority of the Secre- 
tary of Labor in line with the plurality’s 
own views of proper regulatory policy. The 
unfortunate consequence is that the Federal 
Government’s efforts to protect American 
workers from cancer and other crippling 
diseases may be substantially impaired. 
jThe first sentence of § 6(bX5) of the Act l<» 
provides: 

“The Secretary, in promulgating stan- 
dards dealing with toxic materials or 
harmful physical agents under this sub- 
section, shall set the standard which most 
adequately assures, to the extent feasible, 
on the basis of the best available evi- 
dence, that no employee will suffer mate- 
rial impairment of health or functional 
capacity even if such employee has regu- 
lar exposure to the hazard dealt with by 
such standard for the period of his work- 
ing life.” 29 U.S.C. § 655(bX5). 

“national consensus standards” under § 6(a), 
nor upon the Secretary's authority to promul- 
gate ^emergency temporary standards” under 
S6(c). 
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In tWs case the Secretary of Labor found, 
on the basis of substantial evidence, that (1) 
exposure to benzene creates a risk of can- 
cer, chromosomal damage, and a variety of 
nonmalignant but potentially fatal blood 
disorders, even at the level of 1 ppm; (2) no 
safe level of exposure has been shown; (3) 
benefits in the form of saved lives would be 
derived from the permanent standard; (4) 
the number of lives that would be saved 
could turn out to be either substantial or 
relatively small; (5) under the present state 
of scientific knowledge, it is impossible to 
calculate even in a rough way the number 
of lives that would be saved, at least with- 
out makii^ assumptions that would appear 
absurd to much of the medical community; 
and (6) the standard would not materially 
harm the financial condition of the covered 
industries. The Court does not set aside 
any of these findings. Thus, it could not be 
plainer that the Secretary's decision was 
fully in accord with his statutory mandate 
“most adequately [to] a8sur[e] . . . 

that no employee will suffer material im* 
pmrment of health or functional capacity 

The plurality’s conclusion to the contrary 
is based on its interpretation of 29 U.S.C. 
§ 652(8), which dehnes an occupational 
safety and health standard as one “which 
requires conditions . . reasonably 

necessary or appropriate to provide safe or 
healthful employment. . ” Accord- 

ing to the plurality, a standard is not “rea- 
haa sonably necessary or appropriate” lunl^ 
the Secretary is able to show that it is “at 
least more likely than not,” ante, at 2869, 
that the risk he seeks to regulate is a “sig- 
nificant” one. Ibid. Nothing in the stat- 
ute’s language or legislative history, how- 
ever, indicates that the “reasonably neces- 
sary or appropriate” language should be 
given this meaning. Indeed, both demon- 
strate that the plurality’s standard bears no 
connection with the acts or intentions of 
Congress and is based only on the plurali- 
ty’s solicitude for the welfare of regulated 
industries. And the plurality uses this 
standard to evaluate not the agency’s deci- 


sion in this case, but a strawman of its own 
creation. 

Unlike the plurality, I do not purport to 
know whether the actions taken by Con- 
gress and its delegates to ensure occupa- 
tional safety represent sound or unsound 
regulatory policy. The critical problem in 
cases like the ones at bar is scientific uncer- 
tainty. While science has determined that 
exposure to benzene at levels above 1 ppm 
creates a definite risk of health impairment, 
the magnitude of the risk cannot be quanti- 
fied at the present time. The risk at issue 
has hardly been shown to be insignificant; 
indeed, future research may reveal that the 
rfek is in fact considerable. But the exist- 
ing evidence may frequently be inadequate 
to enable the Secretary to make the thresh- 
old finding of “significance” that the Court 
requires today. If so, the consequence of 
the plurality’s approach would be to subject 
American workers to a continuing risk of 
cancer and other fatal diseases, and to ren- 
der the Federal Government powerless to 
take protective action on their behalf. 

Such an approach would place the burden 
of medical uncertainty squarely on the 
shoulders of the American worker, the in- 
tended beneficiary of the Occupational 
Safety and Health Act It is fortunate 
indeed that at least a majority of the Jus- 
tices reject the view that the Secretary is 
prevent^ from taking regulatory action 
when the magnitude of a health risk cannot 
be quantified on the basis of current tech- 
niques. See ante, at 2876 (POWELL, 
concurring in part j^ nd concurring in judg- J«9i 
ment); see also ante, at 2871, and n. 63 
(plurality opinion). 

Because today's holding has no basis in 
the Act, and b^use the Court has no au- 
thority to impose its own regulatory policies 
on the Nation, I dissent. 

I 

Congress enacted the Occupational Safe- 
ty and Health Act as a response to what 
was characterized as “the grim history of 
our failure to heed the occupational health 
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needs of our workers.”* The failure of 
voluntary action and legislation at the state 
level, see S.Rep. No. 91-1282, p. 4 (1970), 
Leg.Hist 144, had resulted in a *^bleak” and 
“worsening”* situation in which 14,500 per- 
sons had died annually as a result of condi- 
tions in the workplace. In the four years 
preceding the Act's passage, more Ameri- 
cans were killed in the workplace than in 
the contemporaneous Vietnam War. 
S.RepNo. 91-1283, at 2, Leg.Hist. 142; U.S. 
Code Cong. & Admin.News, p. 5177, The 
Act was designed as “a safety bill of rights 
for close to 60 million workers.” * Its stat- 
ed purpose is “to assure so far as possible 
every working man and woman in the Na- 
tion safe and healthful working conditions 
and to preserve our human resources.” 29 
U,S,C. S 651(b). See Atlas J2oo/jiig Co. v. 
Occupational Safety and Health Review 
Comm% 430 U.S. 442, 4 4 4- 44 5, 97 S,Ct. 
1261, 1263-64, 61 L.Ed,2d 464 (1977). 

The Act is enforced primarily through 
two proTisiona. First, a “general duty” is 
imposed upon employers to furnish employ- 
ment and places of employment “free from 
recc^ized hazards that are causing or are 
likely to cause death or serious physical 
harm . . ..” 29 U.S.C. § 654(aKl). 
Second, the Secretary of Labor is authoriz- 
ed to set “occupational safety jand health 
standards,” defined as standards requiring 
“conditions, or the adoption or use of one or 
more practices, means, methods, operations, 
or processes, reasonably necessary or appro- 
priate to provide safe or healthful employ- 
ment and places of employment” 29 
U.S.C. § 652(8). 

The legislative history of the Act reveals 
Congress' particular concern for health haz- 
ards of “unprecedented complexity” that 

1. Legislative History of the Occupational Safe- 
ty and Health Act of 1970 (Committee Print 
complied for the Senate Committee on Labor 
and Public Welfare), p. iii (1071) (Foreword by 
Sen. Williams) (hereinafter Leg.Hlst.). 

a. SJlfirp.No, 91-1282. p. 2 (1970), L«g.Hist. 14Z 

3. Legalist. Iii. 

4. S.Rep.No. 91-1282, p, 2 (1970), Leg-Hiat. 142; 

1 16 Cong.Rec. 37326 (1970), Leg.Hlst. 415 (Sen. 
Williams); H.R.Rep.No. 91-1291, p. 19 (1970), 


had resulted from chemicals whose toxic 
effects “are only now being discovered.” 
S.Rep.No. 91-1282, supra, at 2, Leg.Hist 
142. “Recent scientitic knowledge points to 
hitherto unsuspected cause-and-effect rela- 
tionships between occupational exposures 
and many of the so-called chronic diseases — 
cancer, respiratory ailments, allergies, heart 
disease, and others.” Ibid., U.S.CJode Cong. 

& Admin.News, p. 5178, Members of Con- 
gress made repeated references to the dan- 
gers posed by carcinogens and to the de- 
fects in our knowledge of their operation 
and effect.^ One of the primary purposes 
of the Act was to ensure regulation of these 
“insidious 'silent' killers,” * 

This special concern led to the enactment 
the first sentence of 29 U.S.C. 

§ 655(bX5), which, as noted above, provides: 

“The Secretary, in promulgating stan- 
dards dealing with toxic materials or 
harmful physical agents under this sub- 
section, shall set the standard which most 
adequately assures, to the extent feasible, 
on the basis of the best avaUable evi- 
dence, that no employee will suffer mate- 
rial impairment of health or functional 
capacity even if such employee has regu- 
lar exposure to the hazard dealt with by 
such standard for the period of his work- 
ing life.” 

This directive is designed to implement 
three legislative pm^ses. First, (Jongreas l«>3 
recognized that there may be substances 
that become dangerous only upon repeated 
or frequent exposure.* The Swretary was 
therefore required to provide protection 
even from substances that would cause ma- 
terial impairment only upon exposure oc- 
curring throughout an employee's working 

Leg.Hist. 849; 116 Cong.Rec. 38392-33393 
(1970). Leg.Hist. 1049 (Rep. Kaith). 

5. lie CongRec. 38375 (1970), Leg.Hist. 1003 
(Sen. DanieU). 

*. 116 Coi^Rec., at 37623, Leg.Hist 503 (Sen. 
Dominick); H.R.No. 91-1291, p. 28 (1970), L«. 

Hist. 858. 
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life. Second, the requirement that the See- 
retary act on the bads of “the best avaiia- 
ble evidence” was intended to ensure that 
the standard-setting process would not be 
destroyed by the uncertainty of scientific 
views. Recognizing that existing knowl- 
edge may be inadequate, Cor^;res8 did not 
require the Secretary to wait until defini- 
tive information cotiid be obtained. Thus 
“it is not intended that the Secretary be 
paralyzed by debate surrounding diverse 
medical opinions.” H.R.Rep.No. 91-12&1, p. 
18 (1970), Leg.Hist 848. Third, Congress’ 
special concern for the “silent killers” was 
felt to justify an especially strong directive 
to the Secretary in the standard-setting 
process. 116 (kjng.Rec. 87622 (1970), Leg. 
Hist. 502 (Sen. Dominick). 

The authority conferred by § 655(bX5), 
however, is not absolute. The subsection 
itself contains two primary limitations. 
The requirement of “materia!” impairment 
was designed to prohibit the Secretary from 
regulating substances that create a trivial 
hazard to affected employees.^ Moreover, 
all standards promulgated under the sub- 
section must be “feasible.” During the 
floor debates Congress expressed concern 
that a prior version of the bill, not clearly 
embodying the feasibility requirement, 
would require the Secretary to close down 
whole industries in order to eliminate risks 

7. See u. 34, infra. 

a. An earlier version of the bill had provided: 

“The Secretary, in promulgating standards 
under this subsection, shall set the standard 
which most adequately and feasibly assures, 
the basis of the best available evidence, that no 
employee will suffer any impairment of health 
or functional capacity, or diminished life ex- 
pectancy even if such employee has regular 
exposure to the hazard dealt with by such stan- 
dard for the period of his working life.” S. 
2193, 91sl Cong., 2d Sess., 39 (1970), Leg.Hist. 
242. 

This standard, it was feared, “could be read 
to require the Secretary to ban all occupationa 
in which there remains some risk of injury, 
impaired health, or life expectancy. In the case 
of all occupations, it will ^ impossible to elimi- 
nate all risks to safety and health. Thus, the 
present criteria could, if literally applied, dose 
every business in this nation. In addition, in 
many cases, the standard which might most 
‘adequatel/ and ‘feasibly’ assure the elimina- 
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of impairment. This standard was criti- 
cized as unrealistic.® iThe fearibility re- 
quirement was imposed as an affirmative 
limit on the stand^-setting power. 

The remainder of § 666{bX5)t applicable 
to all safety and health standards, requires 
the Secretary to base his standards “upon 
research, demonstrations, experiments, and 
such other information as may be appropri- 
ate.’' In setting standards, the Secretary is 
directed to consider “the attainment of the 
highest degree of health and safety protec- 
tion for the employee" and also “the latest 
available scientific data in the field, the 
feasibility of the standards, and experience 
gained under this and other health and 
safety laws.” 

The Act makes provision for judicial re- 
view of occupational safety and health stan- 
dards promulgated pursuant to § 655(bX6). 
The reviewing court must uphold the Secre- 
tary’sjdeterminations if they are supported 
by “substantial evidence in the record con- 
sidered as a whole.” 29 U.S.C. § 655(f). It 
is to that evidence that I now turn. 

II 

The plurality's discussion of the record in 
this case is both extraordinarily arrogant 
and extraordinarily unfmr. It is arrogant 

tion of the dajiger would be the prohibition of 
the occupation Itself.” 1 16 Cong.Rec. 36530 
(1970), Leg.Hlst. 367 (Statement on Amend- 
ment of Sen. Dominlt^). In explaining the 
present language. Senator Domiiuck stated: 

“What we were trying to do in the bill — un- 
fortunately, we dW not have the proper word- 
ing or the proper drafting — ^was to say that 
when we are dealing with toxic agents or phys- 
ical agents, we ought to take such steps as are 
feasible and practical to provide an atmosphere 
within which a person’s health or safety would 
not be affected. Unfortunately, we bad lan- 
guage providing that anyone would he assured 
that no one would have a hazard ... so 
that no one would have any problem for the 
rest of his working life. 

“It was an unrealistic standard. As modi- 
fied. we would be approaching the problem by 
looking at the problem and setting a standard 
or criterion which would not result in harm.” 
116 Cong.Rec., at 37622; Leg.Hist. 502. 
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because the plurality presumes to make its 
own factual findings with respect to a vari- 
ety of disputed issues relating to carcinogen 
regulation. See, e g., ante, at 2871-2872, 
and n. 64. It should not be necessary to 
remind the Members of this Court that they 
were not appointed to undertake indepen- 
dent review of adequately supported scien- 
tific findings made by a technically expert 
agency.* And the plurality's discussion is 
unfair because ita characterization of the 
Secretary’s report bears practically no re- 
semblance to what the Secretary actually 
did in this case, Contrary to the plurality’s 
su^stion, the Secretary did not rely blind- 
ly on some Draconian carcinc^n “policy.” 
See ante, at 285B, 2861. If he had, it would 
have been sufficient for him to have ob- 
elise served thay^nzene is a carcinogen, a prop- 
osition that respondents do not dispute. In- 
stead, the Secretary gathered over 60 vol- 
umes of exhibits and testimony and offered 
a detailed and evenhanded discussion of the 
relationship between exposure to benzene 
at all recorded exposure levels and chromo- 
somal damage, aplastic anemia, and leuke- 
mia. In that discussion he evaluated, and 
took seriously, respondents’ evidence of a 
safe exposure level. See also ante, at 2876 
{POWELL, J., concurring in part and in 
judgment). 

The hearings on the ^posed standard 
were extensive, encompassing 17 days from 
July 19 through August 10, 1977. The 95 
witnesses included epidemiologists, toxicolo- 
gists, physicians, political economists, indus- 
try representatives, and members of the 

6. I do not, of course, suggest that it is appropri- 
ate for a federal court reviewing agency action 
blindly to defer to the agency*8 findings of fact 
and determlAatioiu ^of policy. Under Otizens 
to Preserve <}vertoa Pai*, loc. v. Volpe, 401 
U.S. 402, 416. 91 S.CL 814. 823, 28 LEd.2d 136 
(1971X courts must undertake a "searching and 
careful” judidal inquliy Into those factors. 
Such an inquiry Is designed to require the agen- 
cy to take a “hard look,” Kleppe v. Sierra aub. 
427 U.S. 390, 410, a. 21, 96 S.a. 2718, 2730, n. 
21, 49 LEd.2d 576 (1976) (citation omitted), by 
considering the proper factors and weighing 
them in a reasonable manner There la also 
room for especially rigorous judicial scrutiny 
agency decisions under a rationale akin to that 


affected work force. Witnesses were sub- 
jected to exhaustive questioning by repre- 
sentatives from a variety of interested 
groups and oi^nizations. 

Three baric positions were presented at 
the hearings. The first position was that 
the proposed 1 ppm standard was necessary 
because exposure to benzene would cause 
material impairment of the health of work- 
er no matter how low the exposure level. 
Some direct evidence indicated that expo- 
sure to benzene had caused chromosomal 
damage, blood disorders, and leukemia at or 
below the 10 ppm level itself. More impor- 
tant, it was suggested that the recorded 
effects of benzene at higher levels required 
an inference that leukemia and other disor- 
ders would result at levels of 1 ppm and 
lower, especially after the prolonged expo- 
sure typical in industrial settinga. There- 
fore, the standard should be set at the 
lowest feasible level, which was 1 ppm. 

The second position was at a 1 ppm expo- 
sure level would itself pose an unwarranted 
threat to employee health and safety and 
that the available evidence necessitated a 
significantly lower level. An exposure limit 
below 1 ppm, it was argued, would be feasi- 
ble. There were suggestions that benzene 
was gradually being replaced in many of 
the affected i industries and that most com- is n 
paniea were already operating at or below 
the 1 ppm level. 

The third position was that the 1971 stan- 
dard should be retained. Proponents of this 
position suggested that evidence linking low 
levels of benzene exposure to leukemia was 

offered in United States v. Carolene Products 
Co., 304 U.S. 144, 152, n. 4, 58 S.Ct 778, 783, 

82 LEd. 1234 (1938). See Environment^ De- 
fease Fund V. RuckeJshaus, 142 U.S.App.D.C 
74, 439 F.2d 584 (1971). 

I see no basis, however, for the approach 
taken by the plurality today, which amounts to 
nearly de novo review of questions of fact and 
of regulatory policy on behalf of institutions 
that are by DO means unable to protect them- 
selves in the political process. Such review is 
especially inapprepriate when the factual ques- 
tions at issue are ones about which the Court 
cannot reasonably be expected to have exper- 
tise. 
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uncertain, that the current exposure limit 
was sufficiently safe, and that the benefits 
of the proposed stamlard would be insuffi- 
cient to justify the standard’s costs. In 
addition, there was testimony that the ex- 
penses required by the proposed standard 
would be prohibitive. 

The regulations announcing the perma- 
nent standard for benzene are accompanied 
by an extensive statement of reasons sum- 
marizing and evaluating the results of the 
hearings, The Secretary found that the 
evidence showed that exposure to benzene 
causes chromosomal damage, a variety of 
nonmalignant blood disorders, and leuke- 
mia. 43 Fed.Reg. 5921 (1978), He conclud- 
ed that low concentrations imposed a haz- 
ard that was sufficiently grave to call for 
regulatory action under the Act. 

Evidence of deleterious effects. The Sec- 
retaiy referred to studies whkh conclusive- 
ly demonstrated that benzene could damage 
chromosomes in blood-forming cells. Jd, at 

5932. There was testimony suggesting a 
causal relationship between chromosomal 
damage and leukemia, although it could not 
be determined whether and to what extent 
such damage would impair he^dth. Id,, at 

5933. “ Some studies had suggested chro- 
mosomal damage at exposure levels of 10- 
25 ppm and lower.^' No quantitative dose- 
response curve, showily the relationship be- 
tween exposure levels and incidence of 
chromosomal damage could yet be estab- 
lished. Jd, at 5933-5934. The evidence of 
chromosomal damage was, in the Secre- 
tary’s view, a cause for “serious concern.” 
Id., at 5933. 

The most common effect of benzene ei- 
posure was a decr ease in the levels of Wood 
platelets and red and white blood cells. If 
Buffiriently severe, the result could be pan- 
cytopenia or aplastic anemia, noncancerous 
but potentially fatal diseases. There was 
testimony that some of the nonmalignant 

10. Tr. 258-259. 1039. 

11. Jd. at 148, 200-201, 288. 

12. Id, at 145, 173-174, 352, 1227, 1928, 3206; 

15 Record, Ex. 43B, p, 166. 


blood dbordera caused by benzene exposure 
could progress to, or represented, a preleuk- 
emic stage which might eventually evWve 
into a frank leukemia. Id., at 5922,** 
Considerable evidence showed an associa- 
tion between benzene and nonmalignant 
blood disorders at low exposure levels. 
Such an association had been established in 
one study in which the levels frequently 
ranged from zero to 25 ppm with some 
concentrations above 100 ppm, /bid.; in an- 
other they ranged from 5 to 30 ppm, id., at 
5923. Because of the absence of adequate 
data, a doae-response curve showing the 
relationship between benzene exposure and 
blood disorders could not be constructed. 
There was considerable testimony, however, 
that such disorders had resulted from expo- 
sure to benzene at or near the current level 
of 10 ppm and lower.** The Secretary con- 
cluded that the current standard did not 
provide adequate protection. He observed 
that a “safety factor” of 10 to 100 was 
generally used to discount the level at 
which a causal connection had been found 
in existing studies.** Under this approach, 
he concluded that, quite apart from any 
leukemia risk, the permissible exposure lim- 
it should be set at a level considerably lower 
than 10 ppm. 

Finally, there was substantial evidence 
that exposure to benzene caused leukemia. 
The Secretary concluded that the evidence 
established that benzene was a carcinogen. 
A causal relationship between benzene and 
leukemia was first reported in France in 
1897, and since that time similar results had 
been found in a number of countries, in- 
cluding Italy, Turkey, Japan, Switzerland, 
the Soviet Union, and the United_iStates; 
The latest study, undertaken hy the Nation- 
al Institute for Occupational Safety and 
Health (NIOSH) in the 1970 ’b, reported a 
fivefold excess over the normal incidence of 
leukemia amor^ workers exposed to ben- 

13. Id, at 149, 360-361, 997, 1023, 2543, 2689. 

32031 11 Record. Ex. 3, 


14. Tr. 149, 1218. 2692. 2847. 
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zone at mdustnal plants in Ohio. There 
was testimony that this study seriously un- 
derstated the risk,“ 

The Secretary reviewed certain studies 
suggesting that low exposure levels of 10 
ppm and more did not cause any excess 
incidence of leukemia. Those studies, he 
suggested, suffered from severe methodo- 
logical defects, as their authors frankly ac- 
knowledged.** Finally, the Secretary dis- 
cussed a study suggesting a statistically 
significant excess in leukemia at levels of 2 
to 9 ppm. IbW^ He found that, despite 
certain defieiendes in the study, it should 
be considered as consistent with other stu- 
dies demonstrating an excess leukemia risk 
among employees exposed to benzene. Id,, 
at 592& 

Areas of uncertain^. The Secretary ex- 
1700 amined three areas lof uncertainty that had 
particular relevance to his decision. First, 
he pointed to evidence that the latency peri- 
od for benzene-induced leukemia could 
range from 2 to over 20 years. Id, at 5930. 
Since lower exposure levels lead to an in- 
crease in the latency period, it would be 
extremely difficult to obtain evidence show- 
ing the dose-response relationship between 
leukemia and exposure to low levels of ben- 
zene. Because ^ere has been no adequate 
monitoring in the past, it would be practi- 
cally impossible to determine what the ex- 

15. Id, at 308, 3U. 747, 768. 769-770, 874. 2445. 
As the Secretary observed, the Issue of the 
exposure level in the NIOSK study was exten- 
sively debated during the bearings. A report 
from the Industrial Commission of Ohio sug- 
gested that oonceiUrations generally ranged 
from zero to 10 or 15 ppm. But the Secretary 
concluded that evidence at the hearings 
showed that area exposures during the study 
period had sometimes substantially exceeded 
that level. Because of the conflicting evidence 
and the absence of monitoring data, he found 
that the excess leukemia risk observed in the 
NIOSH study could not be linked to any partic- 
ular exposure level. 

16. As to tbe study on which Industry relied 
most beavlty, (or exan^le, the Secretary, large- 
ly repeating tbe author’s own admissions, ob- 
serve that (1) a number of employees included 
in the sample may mX; have been exposed to 
benzene at any time; (2> there was Inadequate 
followup of numerous employees, ao that per- 


posure levels were at a time sufficiently 
distant so that the latency period would 
have elapsed. The problem was compound- 
ed by the difficulty of conducting a suitable 
study. Because exposure levels approach- 
ing 10 ppm had been required only recently, 
direct evidence showing the relationship be- 
tween leukemia and exposure levels be- 
tween 1 and 10 ppm would be unavailable 
in the foreseeable future. 

Second, the Secretary observed that indi- 
viduals had differences in their susceptibili- 
ty to leukemia. Ibid. Among those ex- 
posed to benzene was a group of unknown 
but possibly substantial size having various 
'predisposing factors” whose members were 
especially vulnerable to the disease. Id., at 
5930, 5946. The permanent standard was 
designed to minimize the effects of expo- 
sure for these susceptible individuals as well 
as for the relatively insensitive, id., at 5946, 
and also to facilitate early diagnosis and 
treatment. Id., at 5980. 

The Secretary discussed the contention 
that a safe level of exposure to benzene had 
been demonstrated. From the testimony of 
numerous sdentists, he concluded that it 
had not. Id,, at 5932.“ He also found that 
although no dose-response curve could be 
plotted, id., at 5946,“ the extent of the risk 
jwould decline with the exposure level 

sons who may have contracted leukemia were 
not included in the data; (3) the diagnoses 
were subject to ealous question, and cases of 
leukemia may have gone unnoticed; (4) no 
determination of exposure levels had been 
made; and (5) the occupational histories of the 
workers were admittedly incomplete. 43 Fed 
Reg. 5928 (1978). 

17. Tr, 1023-1024, 1227; 22A Record. Ex. 154. 

18. The testimony of Dr. Aksoy, one of the 
world’s leading e:q)erts, was tyjdcal: “[E]ven 
one ppm . . . causes leukemia." Tr. 204. 
See also td, at 30, 150, 262, 328, 351-352, 
363-364, 394, 745-746. 1057, 1210, 2420; 9 
Record, Ex. 2.8-272. p. 1. 

18. Tr. 130. 300. 414-415, 416-417, 760-761, 
781-782, 925, 1055-1056; 17 Record, Ex. 75, p. 
2; 1 Record, Ex. 2-4, p. 11. 
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Ibid.^ Exposure at a level of 1 ppm would 
therefore be less dangerous than exposure 
at one of 10 ppm. The Secretary found 
that the existing evidence justified the con- 
clusion that he should not “wjdt for an- 
swers" while employees continued to be ex- 
posed to benzene at hazardous levels. 

Finally^ the Secretary responded to the 
argument that the permissible exposure lev' 
el should be zero or lower than 1 ppm. Id., 
at 5947,*^ Even though many industries 
had already achieved the 1 ppm level, he 
found that a lower level would not be feasi- 
ble. Ibid. 

Costs and benefits. The Secretary of- 
fered a detadled discussion of the role that 
economic considerations should play in hia 
determination. He observed that standards 
must be "feasible," both economically and 
technologically. In his view the permanent 
standard for benzene was feasible und^ 
both testa. The economic impact would fall 
primarily on the more stable industries, 
such as petroleum refining and petrochemi- 
cal production. Id, at 5934. These indus- 
tries would be able readily to absorb the 
costs or to pass them on to consumers. 
None of the 20 affected industries, involv- 
ing 157,000 facilities and 629,000 exposed 
employees, id., at 5935, would be unable to 
bear the required expenditures, id., at 5934. 
He concluded that the compliance costs 
were "well within the financial capability of 
the covered industries.” Id., at 5941. An 

20 . Tr. 382, 401, 405, 1372. 2846. 2842-2843. 

21 . Id, at 148-149 (’the pennissible exposure 
limit for benzene should be zero”) (testimony 
of Dr. Aksoy). See also Id., at 1251 et seq., 
3506 et seq. 

22. The plurality's estimate of the amount cf 
expenditure per employee, see ante, at 2858, is 
highly misleading. Most of the costs of the 
benzene standard would be incurred only once 
and would thus protect an unascertainable 
number of employees in the future; that mun- 
ber wlU be much higher than the number of 
employees currently employed. 

23 . The projection, designed as an extrapolation 
firom an amalgamation of existing studies, was 
dependent on a number of assumptions which 
the Secretary could reasonably view as ques- 
tionable. Indeed, the vritness himself stated 
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extensive survey of the national economic 
impact of the standard, undertaken by a 
private contractor, found first-year operat- 
ing costs of between $187 and $295 million, 
recurring annual costs of $34 million, and 
investment in enginccrii^ controls of about 
$266 million.® Since respondents have not 
atJtacked the Secretary’s basic conclusions 
as to cost, the Secretary’s extensive discus- 
sion need not be summarized here. 

Finally, the Secretary discussed the bene- 
fits to be derived from the permanent stan- 
dard. During the hearings, it had been 
argued that the Secretary should estimate 
the health benefits of the proposed regula- 
tion. To do tJiis he would be required to 
construct a dose-response curve showing, at 
least in a rough way, the number of lives 
that would be saved at each poesible expo- 
sure level. Without some estimate of bene- 
fits, it was argued, the Secretary’s decision- 
making would be defective. During the 
hearii^ an industry witness attempted to 
construct such a dose-response curve. Re- 
stricting himself to carcinogenic effects, he 
estimated that the proposed standard would 
save two lives every six years and su^est- 
ed that this relatively minor benefit would 
not justify the regulation’s costs. 

The Secretary rejected the hypothesis 
that the standard would save only two lives 
in six years. This estimate, he concluded, 
was impossible to reconcile with the evi- 
dence in the record. Ib/d® He determined 

that his estimate was based on ”a lousy set of 
data,” was “slightly better than a guess,” Tr. 
2772, and that there was “no real basis,” id, at 
2719, for a dose-response curve on which the 
estimate was wholly dependent. 

Tbe witness' assumptions were severely test- 
ed during the hearings, see id., at 2795 et seq., 
and the Secretary could rea&onaUy reject them 
on the basis of the evidence in the record. For 
example: (1) The witness ap^ared to assume 
that in previous tests leukemia had been con- 
tracted after a lifetime of exposure; the evi- 
dence afforded no basis for that assumption, 
and the duration of exposure may have been 
quite short for particular employees. If the 
duration period was short, the witness' esti- 
mate would have been much too low. (2) The 
witness assumed that ejqposure levels in the 
NIOSH study were around 100 i>pm. The Sec- 
retary found, however, that no such assump- 
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|T 03 that, because of numerbus uncertainties in 
the existing data, it was impossible to con- 
struct a dose-reaponse curve by extrapolat- 
ing from those data to lower exposure lev- 
More generally, the Secra?*y ob- 
served that it had not been established that 
there was a safe level of exposure for ben- 
zene. Since there was considerable testimo- 
ny that the risk would decline with the 
exposure level, id, at 5940, the new stan- 
dard would save lives. The number of lives 
saved '^may be appreciable,” but there was 
no way to make a more precise determina- 
tion.** The question was “on the fronti^ 
of scientific knowledge.” Ibid. 

The Secretary concluded that, in light of 
the scientific uncertainty, he was not re- 
quired to calculate benefits more precisely, 
/d, at 5941. In any event he gave “careful 
consideration” to the question of whether 
the admittedly substantial costs were justi- 

tlon could be made, and there was evidence 
that exposure levela had seneralty been be- 
tween zero and 10-15 ppm. (3) The witness 
assumed that the dose-response curve was line- 
ar at all levels, but there was no basis for that 
assumption. In the case of vinyl chloride (an- 
other carcinogen for which the Secretary has 
promulgated exposure standards), recent evi- 
dence suggested that the dose-response curve 
rises steeply at low doses and b^omes less 
steep as the levels are Increased. (4) Twenty- 
five percent of the workers in the NIOSH study 
had not been found, and the witness assumed 
that they were still alive and would not con- 
: tract leukemia. Six hundred a^ltlonal work- 
' ers exposed In that study were stlU alive; the 
. witness assumed they too would not contract 
leukemia. There was considerable testimony 
that, for these and other reasons, the NIOSH 
stw^ significantly underestimated the risk. 
The witness assumes that U bad not (S) Tbe 
NIOSH study found a fivefold excess risk from 
benzene exposure; the witness assumed that 
the excess was much lower, despite the NIOSH 
findii^ and the testimony that that finding was 
a significant understatement of the risk. In 
light of these uncertainties, the Secretary could 
conclude that the witness' estimate was unsup* 
portable. 

24. Witnesses testifying to the inability to con- 
struct a dose-response curve referred primarily 
to the impossibility of correlating the incidence 
of leukemia, blood disorders, and chromosomal 
dam^e with the levels and duration of expo- 
sure bi past studies. Thus Dr. Herman KraybiO 
of the National Cancer Institute testified: 


fiod in light of the hazards of benzene expo- 
sure. He concluded that those costs were 
"necessary” in order to promote the pur- 
poses of the Act 

HI 

A 

This is not a case in which the Secretary 
found, or respondents established, that no 
benefits would be derived from a perma- 
nent standard, or that the likelihood of ben- 
efits was insignificant Nor was it shown 
that a quantitative estimate of benefits 
could be made on the basis of “the best 
available evidence.” Instead, the Secretary 
concluded that benefits will result, that 
those benefits “may” be appreciable, but 
that the doae-response relationship of low 
levela of benzene jexposure and leukemia, |70& 

“[W}e like to estimate risk factors. ThU has 
been ^ne, as many of you recall, with vinyl 
chloride several years ago. 

. . [T]o estimate the risk foctors on 
(the basis of] experimental data, this presup- 
poses If you have good toxicity data. When I 
say toxidty data, I mean good dose-response 
data on vinyl chloride, which indeed we did 
have that. 

“But with benzene, it appeared that we didn’t 
have this situation, so therefore, most of us 
gave up. . 

"... With benzene, we sort of struck 
ont’* M., at 760-761. ' 

Because of the enormous uncertainties In levels 
and duration of exposure in. prior studies, any 
assumptions would necessarily be , arbitrary. 

The possible range of assumptions was bo great 
that the ultimate conclusion would be entirely 
uninformative. See /d,, at 360, 415, 1055-1056. 

25. At one point the Secretary did indicate that 
appreciable benefits were VUkeiy" to result 
liie Court oi Appeals held that this conclusion 
was unsupported by substantial evidence. The 
Secretary's suggestion, however, was made in 
the context of a lengthy discussion Intended to 
show that appreciable benefits “may” be pre- 
dicted but that their likelihood could not be 
quantified. The suggestion should not be taken 
as a definitive statement that appreciable bene- 
fits were more probable than not 

For reasons stated Infht, there is nothing in 
the Act to prohibit the Secretary from acting 
when be is unable to conclude that ^predable 
benefits are more probable than not, 
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nonmalignant blood disorders, and chromo- 
somal damage was impossible to determine 
The question presented is whether, in these 
circumstances, the Act permits the Secre- 
tary to take regulatory action, or whether 
he must allow continued exposure until 
more definitive information becomes availa- 
ble. 

As noted above, the Secretary's determi- 
nations must be upheld if supported by 
“substantial evidence in the record con- 
sidered as a whole.” 29 U.S.C. § 655(f). 
This standard represents a legislative judg- 
ment that r^fulatory action should be sub* 
ject to review more stringent than the tra- 
ditional “arbitrary and capricious” standard 
for informal rulemaking. We have ob- 
served that the arbitrary and capricious 
standard itself contemplates a seardiing 
“inquiry into the facts” in order to deter- 
mine “whether the derision was based on a 
consideration of the relevant factors and 
whether there has been a clear error of 
judgment.” Citixens to Preserve Overton 
Park V. Volpe, 401 U.S. 402, 416, 91 8.(X 
814. 824, 28 L.Ed.2d 136 (1971). Careful 
performance of this task is especially impor- 
tant when Goi^fi^ss has imposed the com- 
paratively more rigorous “substantial evi- 
dence” requirement. As we have empha- 
sized, however, judicial review under the 
substantial evidence test is ultimately def- 
erenUal. See, e. g., Richardson v. Perales, 
402 U.S. 889, 401, 91 S.Ct. 1420, 1427, 28 
L.Ed.2d 842 (1971); Consolo v. Federal Mar- 
itime Comm’n, 383 U.S. 607, 618-621, 86 
S.Ct. 1018, 1025-27, 16 L.EcL2d 131 (1966). 
The agency’s decision is entitled to the tra- 
ditional presumption of validity, and the 
court is not authorized to substitute its 
ju(^ment for that of the Secretary. If the 
Secretary has considered the decisional fac- 
tors and acted in conformance with the 
statute, his ultimate decision must be given 
a large measure of respect. Id., at 621, 86 
S.Ct., at 1027. 

The plurality is insensitive to three fac- 
tors which, in my view, make judicial re- 
view of occupational safety and health stan- 
dards under the substantial evidence t^t 


particularly difficult. First, the issues of- 
ten reach a high level of technical complexi- 
ty. In such circumstances the courts are 
required to immerse themselves in matters 
to which they arc unaccustomed by training irog 
or experience. Second, the factual issues 
with which the Secretary must deal are 
frequently not subject to any definitive res- 
olution. Often “the factual finger points, it 
does not conclude.” Society of Plastics In- 
dustry, Inc. V. OSHA, 509 F.3d 1301, 1308 
(CA2) (Clark, J.), cert, denied, 421 U.S. 992, 

95 S.Ct 1998. 44 L.Ed.2d 482 (1975). Causal 
connections and theoretical extrapolations 
may be uncertain. Third, when the ques- 
tion involves determination of the accepta- 
ble level of risk, the ultimate decision must 
necessarily be based on con^derations of 
policy as well as empirically verifiable facts. 
Factual determinations can at most define 
tlw risk in some statistical way; the judg- 
ment whether that risk is tolerable cannot 
be based solely on a resolution of the facts. 

The derision to take action in conditions 
of uncertainty bears little resemblance to 
the sort of empirically verifiable factual 
conclusions to which the substantial evi- 
dence test is normally applied. Such deci- 
sions were not intended to be unreviewable; 
they too must be scrutinized to ensure that 
the Secretary has acted reasonably and 
within the boundaries set by Congress, But 
a reviewing court must be mindful of the 
limited nature of its role. See Vermont 
Yankee Nuclear Power Corp. v. NRDC, 435 
U.S. 519, 98 S.a. 1197, 55 L.Ed.3d 460 
(1978). It must recognize that the ultimate 
decision cannot be based solely on determi- 
nations of fact, and that those factual con- 
clusions that have been reached are ones 
which the courts are ill-equipped to resolve 
on their own. 

Under this standard of review, the deci- 
sion to reduce the permissible exposure lev- 
el to 1 ppm was well within the Secretary’s 
authority. The Court of Appeals upheld 
the Secretary’s conclusions that benzene 
causes leukemia, blood disorders, and chro- 
mosomal damage even at low levels, that an 
exposure level of 10 ppm is more dangerous 
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than one of 1 ppm, atid that benefits will Light Co^ 404 U.S. 453, 464-465, 92 S.Ct 


result from the {Hoposed standard. It did 
not set aside bis finding that the number of 
liv^ that would be saved was not subject to 
quantification. j^Jor did it question his con- 
clusion that the reduction was '^feasible." 

In these circumstances, the Secretary*s 
decision was reasonable and in full con- 
formance with the statutory language re- 
quiring that he "set the standard which 
most adequately assures, to the extent fea- 
sible, on the basis of the best available 
evidence, that no employee will suffer ma- 
terial impairment of health or functional 
capacity even if such employee has regular 
exposure to the hazard dealt with by such 
standard for the period of his working life.** 
29 U.S.C. § 655(b)(5). On this record, the 
Secretary could conclude that regular expo- 
sure above the 1 ppm level would pose a 
definite risk resulting in materia impair- 
ment to some indeterminate but possibly 
substantial number of employees. Studies 
revealed hundreds of deaths attributable to 
benzene exposure. Expert after expert tes- 
tified that no safe level of exposure had 
been shown and that the extent of the risk 
declined with the exposure level. There 
was some direct evidence of incidence of 
leukemia, nonmalignant blood disorders, 
and chromosomal damage at exposure lev- 
els of 10 ppm and below. Moreover, numeiv 
ous experts testified that existing evidence 
required an inference that an exposure lev- 
el above 1 ppm was hazardous. We have 
stated that "well-reasoned expert testimo- 
ny — based on what is known and uncontra- 
dicted by empirical evidence — may in and of 
itself be 'substantial evidence* when first- 
hand evidence on the question ... is 
unavailable.** FPC v, Florida Power & 

26. This Is not to say that the Secretary is pro 
hlbtted from examining relative costs and bene- 
fits In the process of setting priorities among 
hazardous substances, or that systematic con- 
sideration of costs and benefits Is not to be 
attempted In the standard-setting process. Ef- 
forts to quantify costs and benefits, like state- 
ments of reasons generally, may help to pro- 
mote informed consideration of dedslonal fac- 
tors and facilitate Judicial review. See Dunlop 
V. Bacbowski, 421 U.S. 560, 571-574, 95 S.Ct. 


637, 644, 30 L,Ed.2d 600 (1972). Nothing in 
the Act purports to prevent the Secretary 
from acting when de^nitive information as 
to the quantity of a standard's benefits is 
unavailable.^ Where, as here, the deficien- 
ts in I knowledge relates to the extent of 
the benefits rather than their existence, I 
see no reason to hold that the Secretary has 
exceeded his statutory authority. 

B 

The plurality avoids this conclusion 
through reasoning that may charitably be 
described as obscure. Acconling to the plu- 
rality, the definition of occupational safety 
and health standards as those "reasonably 
necessary or apprc^riate to provide safe or 
healthful . . . working conditions** 

requires the Secretary to show that it is 
"more likely than not'* that the risk he 
seeks to regulate is a "significant** one. 
Ante, at 2869. The plurality does not show 
how this requirement can be plausibly de- 
rived from the "reasonably necessary or 
appropriate*’ clause. Indeed, the plurality’s 
reasoning is refuted by the Act’s language, 
structure, and legislative history, and it is 
foreclosed by every applicable guide to stat- 
utory construction. In short, the plurality’s 
standard is a fabrication bearing no connec- 
tion with the acts or intentions of Congress. 

At the outset, it is important to observe 
that "reasonably necessary or appropriate** 
clauses are routinely inserted in regulatory 
legislation, and in the past such clauses 
have uniformly been interpreted as general 
provisos that regulatory actions must bear a 
reasonable relation to those statutory pu> 
poses set forth in the statute’s substantive 
provisions. See, e. g., FCC v. National Cl’Ci- 

1851, 1859-61, 44 L.Ed.2d 377 (1975). TTie 
Secretary indicates that he has attempted to 
quantify costs and benefits in the past. See 43 
Fed.Reg. 54354, 54427-54431 (1978) (lead); Id., 
at 27350. 27378-27379 (cotton duet). 

It is not necessary in the present Htlgatlon to 
say whether the Secretary must show a reason- 
able relation between costs and benefits. Dis- 
counting for the scientific uncertainty, the Sec- 
retary expressly — and reasonably — found such 
a relation here. 
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tens Committee for Broadcasting, 436 U.S> 
775, 796-797, 98 S.Ct 2096, 2112-13, 56 
L.Bd.2d 697 (1978); Mourning v. Family 
Publications Service, Inc., 411 U.S. 356, 869, 
93 S.Ct. 1652, 1660, 36 L.Ed^ 318 (1973); 

JU#* TTicijpejy. Housing- Authority of City of 
Durham, 393 U.S. 268, 280-281, 89 S.Ct 518, 
626-26, 21 L.Ed^ 474 (1969). The Court 
has never—until today— interpreted a "rea- 
sonably necessary or appropriate” clause as 
having a substantive content that super- 
sedes a specific congressional directive em- 
bodied in a provi^on Uiat is focused more 
particularly on an agency’s authority. This 
principle, of course, reflects the common 
understanding that the determination of 
whether regulations are “reasonably neces- 
sary'* may be made only by reference to the 
legislative judgment reflected in the stat- 
ute; it must not be based on a court's own, 
inevitably subjective view of what steps 
should be taken to promote perceived statu- 
tory goals. 

The plurality su^festa that under the 
^'reasonably necessary” clause, a workplace 
is not “unsafe” unless the Secretary is able 
to convince a reviewing court that a “sig- 
nificant” risk is at issue. Ante, at 2864. 
That approach is particularly embarrassing 
in this case, for it is contradicted by the 
plain language of the Act. The plurality’s 
interpretation renders utterly superfluous 
the first sentence of § 655(b)(5), which, as 
noted above, requires the Secretary to set 
the standard “which most adequately as- 
sures , that no employee will suf- 
fer material impairment of health.” In- 

27. It Is useful to compare the Act with other 
regulatory statutes In which Congress has re- 
quired a showing of a relationahip between 
costa and benefits or of an “unreasonable risk.” 
In some statutes Congress has expressly re- 
quired cost-beneftt analysis or a demonstration 
of some reasonable relation between costs and 
benefits. See 33 U.S.C. § 701a (Flood Contrri 
Act of 1936); 42 U.S.C | 7545(c)(2)(B) (197C 
ed.. Supp.Il) (Clean Air Act); 33 U.S.C. 
§ 1314(b)(4)(B) (1976 ed., Supp.Il) (Qean 
Water Act). In others Congress has Imposed 
two independent requirements: that ad^nis- 
trative action be “feasible” and justified by a 
balancing of costs and benefits, e g., 43 U.S.C 
§ 1347(b) (1976 ed. Supp.Il) (Outer Continental 
Shelf Lands Act); 42 U.S.C. § 6295(a)(2KX» 


deed, the plurality’s interpretation reads 
that sentence out of the Act By so doing, 
the plurality makes the test for standards 
regulating toxic substances and harmful 
physical agents substantially identical to 
the test for standards generally— plainly 
the opposite of what (ingress intended. 

And it is an odd canon of construction that 
would insert in a vague and general defini- 
tional clause a threshold requirement that 
overcomes the specific lai^age placed in a 
standard-setting provision. The most ele- 
mentary princi^ea of statutory construction 
demonstrate that precisely the opposite in- 
terpretation is appropriate. See e. g., FPC 
V. Texaco Inc., 417 U.S. 380, 394-895, 94 
S.Ct. 2315, 2324-25, 41 L.Ed.2d 141 (1974); 

Clark V. Ueberaee Finanz-Korp., S32 U.S. 

480, 488-489, 68 S.Ct. 174, 177-78, 92 L.Bd. 

88 (1947), In short, CSongress could have 
provided that the Secretary may not take 
regulatory action until the existin g is cien- Jrt# 
tific evidence proves the risk as issue to be 
“significant,”*’ but it chose not to do so. 

The plurality’s interpretation of the “rea- 
sonably necessary or appropriate” clause is 
also conclusively refuted by the legislative 
history. While the standari-setting provi- 
sion that the plurality ignores received ex- 
tensive legislative attention, the definition- 
al clause received none at alL An earlier 
version of the Act, see n. 8, supra, did not 
embody a clear feasibility constraint and 
was not restricted to toxic substances or to 
“materia!” impairments. The “reasonably 
necessary or appropriate” clause was con- 

(1976 ed., Supp.Il) (Energy Policy and Conser- 
vatioD Act). This approach demonstrates a 
legislative awareness of the difference between 
a feasibility constraint and a constraint based 
on weighing costs and benefits. See infra, at 
2903. In still others Congress has authorized 
regulation of “unreasonable risk,” a term 
which has been read by some courts to require 
a balancing of costs and benefits. See, e. g.. 

Aqua Slide W Dive Corp. v. Consumer Product 
Safety Comm’n, 569 F.2d 831 (CAS 1978) (con- 
stniing 15 U.S.C. § 2058Cc)(2)(A) (Consumer 
Product Safety Act)); Forester v. Consumer 
Product Safety Comm'n, 182 U.S.App.D.C. 153, 

559 F.2d 774 (1977) (construing 15 U.S.C. 

§ 1261(3) (Child Protection and Toy Safety 
Act)). 
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tained in this prior version of the bill, ^ it 
was ftt all relevant times. In debating this 
version, Members of Congress repeatedly 
expressed concern that it would require a 
risk-free universe. See, e. g., ante, at 2866- 
2867. The definitional clause was not men- 
tioned at all, an omission that would be 
incomprehensible if Congr^s intended >bv 
that clause to require the Secretary to 
quantify the risk he sought to regulate in 
order to demonstrate that It was ‘^signifi- 
tant.” 

The only portions of the le^lative histo- 
ry on which the plurality relies, see ibid., 
have nothing to do with the ^treasonably 
necessary or appropriate” clause from 
which the, ^‘threshold finding” requirement 
is derived. Those portiona consisted of crit- 
icisms directed toward the earlier version of 
the statute, which already coatained the 
defjrnitioBaJ clause. These criticisms, in 
turn, were met by subsequent amendments 
that limited application of the strict “no 
employee will suffer” clause to toxic sub- 
stances, inserted an explicit feasibility con- 
straint, and modified the word “impair- 
ment” by the adjective ^‘material." It is 
disingenuous at best for the plurality to 
suggest that isolated statements in the leg- 
islative history, expressing concerns that 
were met by subsequent amendments not 
requiring any “threshold” finding, can justi- 
fy reading such a requirement into a “rea- 
sonably necessary” clause that was in the 
Act all along.®* 

26. Tbe plurality also relies on its perception 
that if the “reasonably necessary” clause were 
not given the meaning it ascribes to it, there 
would be no guidance for “standards other 
than those dealing wim toxic materials and 
harmful physical agents." Ante, at 2863. n. 45. 
For two reasons this argument Is without force. 
First, even if the “reasonably necessary" clause 
does have Independent content, and even If that 
content is as the plurality describes it, it cannot 
under any fairminded reading supersede the 
ejqness language of $ 655(bX5) for toxic sub- 
stances and harmful physical agents. 

Second, as noted above, an earlier versiem of 
the bill applied the “no employee will suffer" 
language to all substances. At that time, there 
was no “gap,” and accordingly It could not be 
argued that the “reasonably necessary or ap- 
propriate" clause had the content the plurality 


I The pluralit/s various structural arou- I tis 
menta are also unconvincing. The fact that 
a finding of “grave danger” is required for 
temporary standards, see ante, at 2863, n. 

45, hardly implies that the Secretary must 
show for permanent standards that it is 
more probable than not that the substance 
to be regulated poses a “significant” risk. 

Nor is the reference to “toxic materials,” 
ante, at 2864, in any way informative. And 
the priority-setting provision, ante, 2865, 
cannot plausibly be read to condition the 
Secretary’s standard-setting authority on 
an ability to meet the Court’s “threshold” 
requirement 

The plurality ignores applicable canons of 
construction, ai^)arently because it finds 
their existence inconvenient But as we 
stated quite recently, the Inquiry into statu- 
tory purposes should be “informed by an 
awareness that the regulation is entitled to 
deference unless it can be said not to be a 
reasoned and supportable interpretation of 
the Act” Whirlpool Co/p. v. Maivhal!, 445 
U.S. 1, 11, 100 S.Ct 883. 890, 63 LEd.2d 154 
U980X Can it honestly be said that the 
Secretary’s interpretation of the Act is “un- 
reasoned” or “unsupportable”? And as we 
stated in the same case, “safety legislation 
18 to be liberally construed to effectuate the 
congressional purpose.” Id, at 13, 100 
S.Ct, at 89L The plurality’s disregard of 
these principles gives credence to the fre- 
quently voiced criticism that they are hon- 

ascribes to it. In this light, tbe plurality's rea- 
soning must be that when Congress amended 
tbe bill to apply the strict § 655(bX5> require- 
ments only to toxic substances, the definitional 
clause gained an independent meaning that in 
turn comprehended ail standards. But surely 
this argument turns congressional purposes on 
their head. It reasons that when Congress sin- 
gled out toxic substances for specdal regulation, 
it simultaneously created a more lenient (“rea- 
sonably necessary") test for standards general- 
ly, and that once that more lenient test was 
applicable, it somehow superseded the strict 
requirements for tende substances. That rea- 
soning is both fllogicaJ and circular. Nor is 
there any .basis for the plurality's suggestion, 
see ante, at 2867-2868. n. 54, that the original 
bill’s application to all standards was “entirely 
inadvertent.” 
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ored only when the Court finds itself in 
substantive agreement with the agency ac- 
tion at issue. 

In short, today's decision represente a 
usurpation of decisionmaking authority that 
has been exercised by and properly belongs 
with Congress and its authorized represent- 
.Jl'* atives. Jjhe plurality's oonstnictioD has no 
support in the statute's language, structure, 
or legislative history. The threshold find- 
ing that the plurality requires is the plurali- 
ty's own invention. It bears no relationship 
to the acts or intentions of Congress, and it 
can be understood only as reflecting the 
personal views of the plurality as to the 
proper allocation of resources for safety in 
the American workplace. 

C 

Tbe plunUity is obviously more interested 
in the consequenoea of its derision than in 
discerning the intention of Congress, But 
since the language and legislative history of 
the Act are plain, there is no need for 
conjecture about the effecte of today’s deri- 
sion. “It is not for us to speculate, much 
less act, on whether Congress would have 
altered its stance had the specific events of 
this case been anticipated.” TVA v. HiH, 
437 U.S., at 186, 98 S.Ct, at 2297. I do not 
pretend to know whether the test the plu- 
rality erects today is, as a matter of policy, 
preferable to that created by Congress and 
its delegates: the area is too freight with 
scientific uncertainty, and too dependent on 
considerations of policy, for a court to be 
able to determine whether it is desirable to 
require identification of a “significant” risk 
before allowing an administrative agency to 
take regulatory action. But in light of the 
tenor of the plurality opinion, it is necessary 
to point out that the question is not one-sid- 
ed, and that Congress' derision to authorize 
the Secretary to promulgate the regulation 
at issue here was a reasonable one. 

In this case the Secretary found that 
exposure to benzene at levels above 1 
posed a definite albeit unquantifiable risk 
of chromosomal damage, nonmalignant 
blood disorders, and leukemia. The existing 


evidence was sufficient to justify the con- 
clusion that such a risk was presented, but 
it did not permit even rough quantification 
of that riric. Discounting for the various 
scientific uncertainties, the Secretary gave 
j^*careful consideration to the question of 
whether the[] substantial coste” of the 
standard “are justified in light of the haz- 
ards of exposure to benzene,” and concluded 
that “these costs are necessary in order to 
effectuate the statutory purpose . . . 

and to adequately protect employees from 
the hazards of exposure to benzene.'’ 43 
PedReg. 5941 (1978). 

In these circumstances it seems clear that 
the Secretary found a risk that is “signifi- 
cant” in the sense that the word is normally 
used. There was some direct evidence of 
chromosomal dam^e, nonmalignant blood 
disorders, and leukemia at exposures at or 
near 10 ppm and below. In addition, expert 
after expert testified that the recorded ef- 
fecte of benzene exposure at higher levels 
justi^d an inference that an exposure level 
above 1 ppm was dangerous. The plurali- 
ty's extraordinarily searriiing scrutiny of 
this factual record reveals no basis for a 
conclusion that quantification is, on the ba- 
sis of “the best av^able evidence,” possible 
at the present time If the Secretary decid- 
ed to wait until definitive information was 
available, American workers would be sub- 
jected for the indefinite future to a possibly 
substantial risk of benzene-induced leuke- 
mia and other illnesses. It is unsurprising, 
at least to me, that he concluded that the 
statute authorized him to take regulatory 
action now. 

Under these circumstances, the plurality’s 
requirement of identification of a “s^nifi- 
cant” risk will have one of two conse- 
quences. If the plurality means to require 
the Secretary realistically to “quantify” the 
risk in order to satisfy a court that it is 
“significant,” the record shows that the plu- 
rality means to require him to do the impos- 
sible. But the regulatory inaction has very 
significant costs of its own. The adoption 
of such a test would subject American 
workers to a continuing risk of cancer and 
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other serious diseases; it would disable the 
Secretary from regulating a wide variety of 
cardnogens for which quantification simply 
cannot be undertaken at the present time, 
jji* Jjhere are encoun^ng signs that today’s 
decision does not extend that far® My 
Brother POWELL concludes that the Secre- 
tary is not prevented from taking regula- 
tory action “when reasonable quantification 
cannot be accomplished by any known 
methods.” See ante, at 2876, The plurality 
also indicates that it would not prohibit the 
Secretary from promulgating safety stan- 
dards when quantification of the benefits is 
impossible. See ante, at 2871, and n. 63. 
The Court might thus allow the Secretary 
to attempt to make a very rough quantifi- 
cation of the risk imposed by a carcinogenic 
substance, and give considerable deference 
to his finding that the risk was significant 
If so, the Court would permit the Secretary 
to promulgate precisely the same regulation 
involved in these cases if he had not relied 
on a carcinogen “policy,” but undertaken a 
Jrw review of the evidence and thejexpert testi- 
mony and concluded, on the basis of con- 
servative assumptions, that the risk ad- 
dressed is a significant one. Any other 
interpretation of the plurality’s approach 
wmuld allow a court to displace the agency’s 
judgment with its own subjective concep- 
tion of “significance,” a duty to be per- 
formed without statutory guidance. 

The consequences of this second approach 
would hardly be disastrous; indeed, it dif- 

39. Ihe plurality suggests that It is for the agen- 
cy determine, in the flrst Instance, what it 
considers to be a 'significant' risk," and that 
the agency “Is free to use conservative assump 
tions in interpreting the data. . . . “ Ante, 

at 2871. Moreover, my Brother POWELL 
would not require “quantification of risk in 
every case." Ante, at 2876 (c^jinion concurring 
in part and concurring in judgment). As I read 
his opinion, Mr. Justice POWELL would have 
permitted the Secretary to promulgate the 
standard at issue here if the Secretary had 
provided a more carefully reasoned explanation 
of his conclusimi that the risk at issue Justified 
the admittedly significant costs of the benzene 
standard. Mr. Justice POWELL also suggests 
that such a concfusion would be subject to 
relatively deferential review. Ante, at 2878, n. 
8 . 


fers from my own principally in its assess- 
ment of the basis for the Secretary’s deci- 
sion in these cases. It is objectionable, 
however, for three reasons. First, the re- 
quirement of identification of a “signifi- 
cant” risk simply has no relationship to the 
statute that the Court today purports to 
construe. Second, if the “thr^hold find- 
ing” requirement means only that the Sec- 
retary must find “that there is a need for 
such a standard,” ante, at 2861-2865, n. 48, 
the requirement was plainly satisfied by the 
Secretary’s express statement that the stan- 
dard’s costs “are necessary in order to ef- 
fectuate the statutory purpose 
and to adequately protect employees from 
the hazards of exposure to benzene.” 43 
Fed.Reg. 5941 (1978). Third, the record 
amply demonstrates that in light of exist- 
ing scientific knowledge, no purpose would 
be served by requirir^ the Secretary to 
take steps to quantify the risk of exposure 
to benzene at low levels. Any such quanti- 
fication would be based not on scientific 
“knowledge” as that term is normally un- 
derstood, but cm considerations of policy. 
For carcinogens like benzene, the assump- 
tions on which a dose-response curve must 
be based are necessarily arbitrary. To re- 
quire a quantitative showing of a “signifi- 
cant” risk, therefore, would either paralyze 
the Secretary into inaction or force him to 
deceive the public by acting on the basis of 
assumptions that must be consld^ed too 
speculative to support any realistic assess- 

1d this respect, the differences between my 
approach and that of Mr. Justice POWELL may 
be comparatively narrow. We are agreed on 
two propositions that I regard as critical to a 
teirminded interpretation of the Act: (1) the 
Secretary may regulate risks that are not sub- 
ject to quantification on the basis of the “best 
available evidence"; and (2) the Secretary's 
Judgment that a pmtlcuJar health risk merits 
regulatory action is subject to limited judicial 
scrutiny. It is encouraging that at least five 
Members of the Court accept these basic prop- 
ositions. 

For reasons stated in the text, however. I 
disagree with my Brother POWELL’s conclu- 
sion that it is appropriate to hold in these cases 
that the Act requires the Secretary to show a 
reasonable relationship between costs and ben- 
efits. 
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ment of the relevant ri^. See McGarity, 
Substantive and Procedural Discretion in 
Administrative Resolution of Science Policy 
Questions: Regulating Carcinogens in EPA 
and OSHA, 07 Geo.LJ. 729, 806 (1979). It 
is encouraging that the Court appears will- 
lT t7 ing mot to require quantification when it is 
not fdrly possible. See ante, at 2871, and 
n.63. 

Though it IB difficult to see how a future 
Congreas could be any more explicit on the 
matter than was the Congress that passed 
the Act in 1970, it is important to remember 
that today’s decision is subject to legislative 
reversal. Congress may continue to believe 
that the Secretary should not be prevented 
from protecting American workers from 
cancer and other fatal diseases until scien' 
tific evidence has progressed to a point 
where he can convince a federal court that 
the risk is “Kgiuficant" Today’s decision is 
objectionable not because it is final, but 
because it places the burden of legislative 
inertia on the beneficiaries of the safety 
and health le^^lation in question in these 
cases. By allocating the burden in this 
fashion, the Court requires the American 
worker to return to the political arena and 
to win a victory that he won once before in 
1970. I am unable to discern any justifica- 
tion for that result 

30. Finding obscurity In the word "feasible/* my 
Brother REHNQUIST invokes the nondelega^ 
tion doctrine, which was last used to invalidate 
an Act of Congress in 1935. AJLA. Schechter 
Poultry Corp. v. United States, 295 U.S. 495, 55 
S.Ct. 837, 79 L,Ed. 1570 (1935). While my 
Brother REHNQUIST eloquently argues that 
there remains a place for such a doctrine in our 
jurisprudence. 1 am frankly puzzled as to why 
the issue is thought to be of any relevance here. 
The nondelegation doctrine is designed to as- 
sure that the most fundamental decisions will 
be made by Congress, the elected representa- 
tives of the people, rather than by administra- 
.tors. Some min imal definiteness is therefore 
required in order for Congress to delegate its 
authority to administrative agencies. 

Congress has been luffidenUy definite here. 
The word **feasfble’’ has a reasonably plain 
meaning, and its interpretation can be infbmied 
by other contexts in vdiich Congress has used 
it. See n. 27, supra. Since the term is placed 


D 

Since the plurality’s construction of the 
“reasonably necessary or appropriate” 
clause is unsupportable, I turn to a brief 
diflcuBrion of the other arguments that re- 
spondents offer in support of the judgment 
below. 

First, respondents characterize the Act as 
B pragmatic statute designed to balance the 
benefits of a safety and health regulation 
against its costs. Respondents observe that 
the statute speaks in terms of relative pro- 
tection by providing that safety must be 
assured “so far as possible,” 29 U.S,C. 
§ 661(b), and by stating that the “no mate- 
rial impairment” requirement is to be im- 
posed only "to the extent feasible." * _lRe- 
spondente contend that the term fea^ble 
should be read to require consideration of 
the economic burden of a standard, not 
merely its technological achievability. I do 
not understand the Secretary to disagree. 
But respondents present no argument that 
the expenditure required by the benzene 
standani is not feasible in that respect. 
The Secretary concluded on the basis of 
substantial evidence that the costs of the 
standard would be readily absorbed by the 
20 affected industries. One need not define 
the feasibility requirement with precision in 
wder to conclude that the benzene standfjd 
is “feasible” in the sense that it will not 

in the same sentence with the **no employee 
will suffer" language, it Is dear that "feasible” 
means technologically and economically 
achievable Under the Act, the Secretary is 
afforded considerably more guidance than are 
other administrators acting under different reg- 
ulatory statutes. In short, Congress has made 
“the critical policy decisions” in these cases, 
see ante, at 28S6 (REHNQUIST. J.. concurring 
in the judgment). 

The plurality’s apparent suggestion, see ante, 
at 2866, that the nondelegation doctrine might 
be violated If the Secretary were permitted to 
regulate definite but nonquantifiable risks is 
iriainly wrong. Such a statute would be quite 
definite and would thus raise no ctxistituUonal 
question under Scheehfer Poultry. Moreover, 
Congress could rationally decide that it would 
be better to require industry to bear “feasible” 
costs than to subject American workers to an 
indeterminate risk of cancer and other fatal 
diseases. 
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materi^ly harm the financial condition of 
the regulated industries. 

Respondents suggest that the feasibility 
requirement should be understood not 
merely to refer to a standard's expense, but 
also to mandate a finding that the benefits 
of an occupational safety and health stan- 
dard bear a reasonable relation ito its costs. 
1 believe that the statute's language, stmC' 
ture, and legislative history foreclose re- 
spondents' position. In its ordinary mean- 
ing an activity is ^'feasible" if it is capable 
of achievement, not if its benefits outweigh 
its costs. See Webster's Third New Inters 
national Dictionary 881 (1976). Moreover, 
respondents’ interpretation would render 
§ ^6(bX5) intemBlly inconsistent by read- 
ing into the term ''feasible** a requirement 
irrecoTK^able with the express language au- 
thoi4zang the Secretaiy to set standards as- 
suring that '*no employee will suffer mate- 
rial impairment . . . Respondents’ 

position would render that language merely 
hortatoiy. As noted above, no cost-benefit 
analysis is referred to at any point in Uie 
statute or its l^slative history, an omission 
which cannot be deemed inadvertent in 
light of the explicit cost-benefit require- 
ments inserted Into other regulatory legisla- 

ai. See a 27, supra. 

22. Congress' antipathy toward cost-benefit bal- 
ancii^ Is evident throughout the legislative his- 
tory of the Act For example; 

“The costs that win be incurred by employers 
in meeting the standards of health and saf^ to 
be established under this bill are, in my view, 
reasonable and necessary costa of doing busi- 
ness. Whether we, as Individuals, are motivat- 
ed by simple humanity or by simple economics, 
we can no longer peni^ [«ofits to be depend- 
ent upon an unsafe or unhealthy worksite.’’ 
116 CongRec. 4176$ <1970), Leg.Hi8t 1150- 
1151 (Sen. Eagleton). 

SUnllarty, Senator Yarborough stated; 

"We are talking about people’s lives, not the 
indifference of some cost accountants. We are 
talking about assuring the men and women 
who work in our plants and factories that they 
will go home after a day’s work with their 
bodies Intact. We are taiiring about assuring 
our American woikers who woCr]k with deadly 
chemicals that when they have accumulated a 
few year’s seniority they will not have accumu- 
lated lung congestion and poison in their bod- 
ies, or something that will strike them down 


tion.*^ Finally, the legislative history of the 
feasibUity -requirement, see n. 8, supra, 
demonstrates that Oongress' sole concern 
was that standards be economically and 
technologically achievable. The legislative 
intent was to prevent the Secretary from 
materially harming the financial condition 
of regulated industries in order to eliminate 
risks of impairment. Congress did not in- 
tend to preclude the Secretary from taking 
regulatory action where, as here, no such 
threat to industry is posed.^ 

I I n order to decide these cases, however, it I t zc 
is not necessary to resolve the question 
whether the term "feasible" may contem- 
plate some balancing of the costs and bene- 
fits of regulatory action.® Taking into 
account the uncertainties in existing knowl- 
edge, the Secretary made an express Hnd- 
ing that the haza^ of benzene exposure 
were sufficient to justify the regulation's 
coata. 43 Fed.Reg. 5941 (1978). Any re- 
quirement to balance costs and benefits 
cannot be read to invalidate this wholly 
rationd conclusion. A contrary result, forc- 
ing the Secretary to wait for quantitative 
data that may not be available in the fore- 
seeable future, would run directly counter 
to the protective purposes of the Act^ 

. before they reach retirement age.” 116 Cong. 

Rec., at 37625; Leg.Hist 5l0. 

23. Nor need I discuss the possibility, raised by 
counsel for the federal parties in ored argument, 
that a decision to regulate a substance posing a 
negligible threat to health and safety could it- 
self be challenged as arbitrary and capricious 
under the Administrative Procedure Act, See 
Tr. of Oral Arg. 23. 

34. RespondeiUs also rely on the statutory re- 
quirement that the Secretary may act only to 
prevent “material” Impairment. They contend 
that the standard promulgated here does not 
fall within that category because the risk is so 
low. This interpretation derives no support 
from the statute or its legislative history. The 
statute itself states that standards should en- 
sure that DO employee will suffer “material 
impairment,” not material risk of impairment. 

The language is consistent with the legisla- 
tive history. In an eariy version of the Act, the 
word “impairment” was modified by "any” 
ratho' than “material.” See n. 8, supra. The 
feasibility and materiality requirements were 
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i Finally, respondents suggest broadly that 
the Secretary did not fulfill his statutory 
responsibility to act on the basis of ‘‘re- 
search, demonstrations, experiments,** and 
to consider “tbe latest available sdentific 
data in the field, the feasibility of the stan- 
dards, and experience gained under this and 
other health and safety laws.** 29 U.S.C. 
§ 666(bX6). Here, they contend, the Secre- 
tary based his decision solely on “views and 
arguments.” Brief for Respondents Ameri- 
can Petroleum Institute et al. 62. I disa- 
gree. The Secretary compiled an extensive 
record composed of over 50 volumes of ex- 
hibits. Most of those exhibits are the re- 
ported results of research and demonstra- 
tions representing “the latest available sci- 
entific data.” The Secretary offered a 
careful (Uscussion of these data in the state- 
ment accompanying the permanent stan- 
dard. His ultimate conclusions were 
grounded in extensive findings of fact 
Where, as here, there are gaps in existing 
knowWge, the Secretary’s decision must 
necessarily be based on considerations of 
policy as well as on empirically verifiable 
facts. 

added slmultanecnisly as part of an effort to 
qualify the original language authorizing the 
Secretary to ensure that “no employee will 
suffer any Impairment of health or functional 
capacity, or diminished life expectancy.” Sen> 
ator Dominick was concerned that die phrase 
“any” Impairment would require the Secretary 
to prevent Insect bites. 116 Cong.Rec. 3^22 
(1970X Le&Hlst. 345. 

The respondents’ construction would pose an 
enormous obstacle to enOrts to regulate toxic 
substances under 4 655(bX5). The probability 
of contracting cancer will in most contexts be 
quite small with respect to any particular em- 
ployee. If the statute were to authorize 
the Secretary to act only to assure that ”oo 
employee will suffer material risk of impair- 
ment,” the Secretary would be dlsaUed firom 
regulating substances which poses a unall risk 
with respect to any particular employee but 
which vrill nonetheless result in the death of 
numerous members of the employee pool. 

35. Although the Court of Appeals accepted the 
Secretary's finding that demial contact with 
benzene could cause leukemia, it set aside the 
dermal contact standard because of the Secre- 
tary's failure to perform an experiment recom- 
mended by an industry witness. The failure to 


In passing the Occupational Safety and 
Health Act of 1970, Congress was aware 
that it was authorizing the Secretary to 
regulate in areas of scientific uncertainty. 

But it intended to require stringent regula- 
tion even when definitive information was 
unavailable. In reducii^ the permissible 
level of exposure to benzene, the Secretary 
applied proper legal standards. His deter- 
minations are supported by substantial 
evidence. The Secretary's decision was one, Jjm 
then, which the governing legislation autho- 
rized him to make.^ 

IV 

In recent years there has been increasing 
recognition that the products of technologi- 
cal development may have harmful effects 
whose incidence and severity cannot be pre- 
dicted with certainty. The responsibility to 
regulate such products has fallen to admin- 
istrative agencies. Their task is not an 
enviable one. Frequently no clear causal 
link can be established between the regulat- 
ed substance and the harm to be averted. 
lUsks of harm are often uncertain, but inac- 
tion has considerable costs of its own. The 
agency must decide whether to take regula- 

conduct this test, according to the court, violat- 
ed the statutory requirement that the Secretary 
act on the basis of "the best available evi- 
dence” and "the latest available scientific data 
In the field.” 

In the hearings before the agency, respon- 
dents presented no substantial challenge to the 
positlMi that benzene could be ^sorbed 
through the skin, and there was evidence in the 
record to support that position. Both animal 
ynii human studies bad found such absorption. 

In these circumstances, the Secretary was not 
obligated to undertake addhional studies slm- 
1^ because a witness testified that such stu- 
dies would be informative. The Imposition of 
such a requirement would paralyze the stan- 
dard-setting process. The Secretary's mandate 
is to act on the basis of "available" evidence, 
not evidence which may become available in 
the future. 

In setting aside the dermal contact standard, 
the Court of Appeals also relied on its conclu- 
sion that the Secretary had not shown that 
quantifiable benefits would result from the 
standard. As the discussion above indicates, 
the court applied Incorrect legal standards in so 
holding. 
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tory action i^nst possibly substanUal 
risks or to wait until more definitive infor- 
|7 >3 mation becomes available — a judgment 
which by its very nature caniiot be based 
solely on determinations of fact.“ 

Those delegations, in turn, have been 
made on the understanding that judicial 
review would be available to ensure that 
the i^;ency*s determinations are supported 
by substantial evidence and that its actions 
do not exceed the limits set by Congress. 
In the Occupational Safety and Health Act, 
Congress expressed confidence that 
courts would carry out this important r^ 
sponsibility. But in these cases the plurali* 
ty has far exceeded its authority. The plu> 
rality’s "threshold finding" requirement is 
nowhere to be found in the Act and is 
antithetical to its basic purposes. "The fun> 
damental policy questions appropriately re- 
solved in Congress . are not sub- 

ject to re-examination In the federal courts 
under the guise of judicial review of agency 
action.” Vermont Yankee Nuclear Power 
Cbrp. V. NRDC, 436 U.S., at 558, 98 S.Ct, at 
1219 (emphasis in original). Surely this is 
no less true of the decision to ensure safety 
for the American worker than the decision 
to proceed with nuclear power. See ibid. 

Because the approach taken by the .plu- 
rality is so plunly irreconcilable with the 
Courtis proper institutional role, I am 
tain that it will not stand the test of time. 
In all likelihood, toda/s decision will come 
to be regarded as an extreme reaction to a 
regulatory scheme that, as the Members of 
the plurality perceived it, imposed an un- 
duly harsh burden on regulat^ industries. 
But as the Constitution "does not enact Mr 
Herbert Spencer's Social Statics,” Lociwier 
V. New York, 198 U-S. 46, 75, 25 S.Ct 539, 
546, 49 LEd. 937 (1905) (Holmes, dissent- 
ing), so tbe responsibility to scrutinize fed- 
eral administrative action does not autho- 
rize this Court to strike its own balance 
between the I costa and benefits of occupa- 
tional safety standards. 1 am confident 

36. See W. Lowrance, Of Acceptable Risk: Sci- 
ence and the Determination of Safety (1976); 
Stewart, Paradoxes of Liberty, Integrity and 
Fratenuty: The Collective Nature of Envlron- 


that the approach taken by the plurality 
today, like that in Lochner itself, will even? 
tually .be abandoned, and . that the repre- 
sentative branches of government will once 
Bgain .be allowed to determine the level of 
safety and health protection to be accorded 
to the American worker. 
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WilKam Jack HAMMETT 

V. 

Slate of TEXAS. 

No. 79-5050. 

July 2, 1980. 

Defendant's conviction for murder and 
sentence to death were affirmed by the 
Texas Court of Criminal Appeals, 578 
S.W,2d 699. After attorney petition 
for writ of certiorari, defendant filed mo- 
tion to dismiss. The Supreme Court held 
that in absence of any issue as to defend- 
ant's competence to withdraw the petition 
which had been filed against his will, the 
motion would be granted. 

Motion granted. 

Mr. Justice Marshall dissented and filed 
an opinion in which Mr. Justice Brennan 
joined 

Mr. Justice Blackmun filed a dissenting 
opinion. 

Federal Courts ^510 

Where petitioner had moved to with- 
draw petition for certiorari, where state did 
not oppose the motion, and where there was 

mental Quality and Judicial Review of Adminis- 
traUve Acdoo, 7 Eiivirbh.L 463, 469-472 
(1977). ■ 'I 
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where the agreement was formed or an 
overt act occurred.” United States v. 
Winskip, 724 F.2d 1116, 1125 (5th Cir. 
1984). Therefore, the district court clearly 
had proper venue over the conspiracy 
charges because there was clearly an overt 
act committed there; i.e,, the importation 
of cocaine. Crimes based on a Pinkerton 
theory may be tried where the co-conspira- 
tor committed the crime, United States v. 
Parrish, 736 F.2d 152, 158 (5th Cir.l984) 
Therefore, the district court had proper 
venue over the cocaine importation charges 
as well. 

VI 

In summary, we find no basis for rever- 
sal of the district court. There was suffi- 
cient evidence to support the jury’s finding 
that one conspiracy existed and to support 
each of the convictions. Neither the delib- 
erate ignorance instruction nor the admis- 
sion of evidence of Bauman’s personal use 
of cocaine and of Cary's distribution of 
cocaine was reversible error. Defendants’ 
remaining claims lack even colorable merit. 
The trial court was correct in denying the 
defendants' motions for judgment of ac- 
quittal. Therefore, the decision of the dis- 
trict court is 
AFFIRMED. 



CORROSION PROOF FITTINGS, 
et al.. Petitioners. 

V. 

The ENVIRONMENTAL PROTECTION 
AGENCY and William K. Reilly. 
Administrator, Respondents. 

No. 89-4596. 

United States Court of Appeals, 

Fifth Circuit. 

Oct. 18, 1991. 

On Motion for Clarification Nov. 15, 1991. 
Rehearing Denied Nov. 27, 1991. 

Petition was filed for review of final 
rule promulgated by Environmental Protec- 


tion Agency (EPA) under Toxic Substances 
Control Act section prohibiting future man- 
ufacture, importation, processing, and dis- 
tribution of asbestos in almost all products. 
The Court of Appeals, Jerry E. Smith, Cir- 
cuit Judge, held that: (1) foreign entities 
lacked standing under Act to challenge 
rule; (2) EPA failed to give required notice 
to public, before conclusion of hearings, 
that it intended to use “analogous expo- 
sure” data to calculate expected benefits of 
product bans; and (3) EPA failed to give 
adequate weight to statutory language re- 
quiring it to promulgate least burdensome, 
reasonable regulation required to protect 
environment adequately. 

Petition granted, regulation vacated, 
matter remanded. 


1. Administrative Law and Procedure 

«==669 

Health and Environment €=25.15(3.3) 
To extent that briefs of amici curiae 
raised new issues before Court of Appeals 
on challenge to Environmental Protection 
Agency's (EPA) promulgation of rule, 
Court would not consider those arguments; 
however, when those briefs raised varia- 
tions of arguments also raised by petition- 
ers, court would draw on those briefs if 
helpful in consideration of other issues 
properly brought before court. 

2. Administrative Law and Procedure 

€=’877 

Health and Environment €=25.15(3.3) 
On challenge to Environmental Protec- 
tion Agency’s (EPA) promulgation of final 
rule prohibiting future manufacture, impor- 
tation, processing, and distribution of as- 
bestos in almost all products, Court of Ap- 
peals could consider arguments raised by 
amici that related to differences in fiber 
types, sizes, and manufacturing processes 
even if those differences only were raised 
by petitioners within context of prohibiting 
specific friction products, such as gasket 
sheets and roof coating; role of amici was 
intended to bridge gaps in issues initially 
and properly raised by parties. 
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3. Health and Environment <S»25.]5(4) 

Issue of whether foreig’n entities had 
Standing to contest Environmental Protec- 
tion Agency’s (EPA) final asbestos rule 
was question of prudential standing, which 
was of less than constitutional dimensions; 
thus, touchstone of analysis was statutory 
language used by Congress in conferring 
standing upon general public. 

4. Administrative Law and Procedure 

<^='668 

Health and Environment ‘S=»25.15(4) 

Only those who come within zone of 
interests to be protected or regulated by 
Toxic Substances Control Act have pruden- 
tial standing to bring challenges to regula- 
tions under Act; when party’s interests are 
inconsistent with purposes implicit in Act, 
it can reasonably be assumed that Con- 
gress did not intend to permit suit. Toxic 
Substances Control Act, § 19{a>, 15 

U.S.C.A. § 2618(a). 

5. Administrative Law and Procedure 

®=»668 

Under “zone of interests” test, Clourt 
of Appeals liberally construes congression- 
al acts to favor plaintiff’s standing to chal- 
lenge administrative actions; however, if 
plaintiff is not itself subject of contested 
regulatory action, test denies right of re- 
view when plaintiff’s interests are so mar- 
ginally related to or inconsistent with pur- 
poses implicit in statute that it cannot rea- 
sonably be assumed that Congress intend- 
ed to permit suit. 

6. Administrative Law and Procedure 

^668 

Health and Environment <^25.15(4) 

Canadian mine workers lacked stand- 
ing to contest Environmental Protection 
Agency’s (EPA) promulgation of final rule 
under Toxic Substances Control Act section 
prohibiting future manufacture, importa- 
tion, processing, and distribution of asbes- 
tos in almost all products; mine workers 
argued that EPA erred by not considering 
effects of ban on foreign countries and 
workers, but, while Act speaks of necessity 
of cleaning up national environment and 
protecting United States workers, it is 
largely silent concerning international ef- 


fects of agency action. Toxic Substances 
Control Act, § 6, 15 U.S.C.A. § 2605. 

7. Administrative Law and Procedure 

®=668 

Health and Environment ®=»25.15(4) 

Because Toxic Substances Control Act 
did not require Environmental Protection 
Agency (EPA) to consider foreign effects 
when promulgating final rule prohibiting 
future manufacture, importation, process- 
ing, and distribution of asbestos in almost 
all products, Canadian asbestos mine opera- 
tor lacked standing to challenge that rule, 
despite argument that its status as vendor 
to American vendee gave it right to contest 
administrative decisions that affected eco- 
nomic well-being of vendee; vendee was 
independent entity, fully capable of assert- 
ing its own rights. Toxic Substances Con- 
trol Act, § 6. 15 U.S.C.A. § 2605. 

8. Statutes *=»219(1) 

Courts should give great weight to any 
reasonable construction of regulatory stat- 
ute adopted by agency charged with en- 
forcement of that statute; thus, only 
where congressional intent is pellucid is 
court entitled to reject reasonable adminis- 
trative construction of statute. 

9. Health and Environment ^25.5(3) 

In promulgating final rule under Toxic 
Substances Control Act section prohibiting 
future manufacture, importation, process- 
ing, and distribution of asbestos in almost 
all products, Environmental Protection 
Agency’s (EPA) decision to ignore interna- 
tional effects of rule was rational construc- 
tion of Act. Toxic Substances Control Act, 
§ 6, 15 U.S.C.A. § 2605. 

10. Administrative Law and Procedure 

e=398 

Health and Environment <s=»25.5(9) 

During rule-making procedure which 
resulted in Environmental Protection Agen- 
cy’s (EPA) promulgation of final rule per- 
taining to asbestos, EPA was not required 
to cross-examine witnesses of opponents of 
rule. 
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11. Administrative Law and Procedure 15. Administrative Law and Procedure 
<s=401 ®=>394, 817 


Health and Environment €:=’25.5(9) 

It was within Environmental Protec- 
tion Agency’s (EPA) discretion to designate 
hearing officer, rather than administrative 
law judge, to preside at hearings on rule 
under Toxic Substances Control Act to pro- 
hibit future manufacture, importation, pro- 
cessing, and distribution of asbestos in al- 
most all products. Toxic Substances Con- 
trol Act, § 6. 15 U.S.C.A. § 2605. 

12. Administrative Law and Procedure 

<s=398 

Health and Environment ^25.5(9) 
During rule-making procedure which 
resulted in Environmental Protection Agen- 
cy's (EPA) promulgation of final rule under 
Toxic Substances Control Act section pro- 
hibiting future manufacture, importation, 
processing, and distribution of asbestos in 
almost all products, EPA was not required 
to assemble panel of experts on asbestos 
disease risks; EPA already possessed 
abundance of information on subject. Tox- 
ic Substances Control Act, § 6, 15 U.S.C.A. 
§ 2605. 

13. Administrative Law and Procedure 

«=»416 

Agency’s choices concerning its rule- 
making procedures are entitled to great 
deference, as agencies are best suited to 
determine how they should allocate their 
finite resources. 

14. Administrative Law and Procedure 

®=’398 

Health and Environment ^25.5(9) 

In rule-making proceedings which re- 
sulted in Environmental Protection Agen- 
cy's (EPA) issuance of final rule under 
Toxic Substances Control Act section pro- 
hibiting future manufacture, importation, 
processing, and distribution of asbestos in 
almost all products, EPA’s general failure 
to accord interested parties adequate cross- 
examination of all of EPA's major witness- 
es, while improper, was insufficient by it- 
self to mandate overturning rule. Toxic 
Substance.s Control Act, §§ 6(c)(3), 
19(c)(l)(B)(ii), 15 U.S.C.A, §§ 2605(c)(3), 
2618(c)(l)(B)(ii). 


Health and Environment <3^25.5(9), 

25.15(12) 

Environmental Protection Agency’s 
(EPA) failure to give notice to public, be- 
fore conclusion of hearings on rule under 
Toxic Substances Control Act to prohibit 
future manufacture, importation, process- 
ing, and distribution of asbestos in almost 
all products, that EPA intended to use 
“analogous exposure" data to calculate ex- 
pected benefits of product bans required 
vacation of rule and remand to EPA for 
further proceedings; analogous exposure 
estimates supported substantial part of 
rule finally promulgated by EPA. Toxic 
Substances C,ontrol Act, § 6, 15 U.S.C.A. 
§ 2605. 

16. Administrative Law and Procedure 

«=797 

Court of Appeals uses relatively le* 
nient standard in judging administrative 
rule-making proceedings. 

17. Administrative Law and Procedure 

<3=*791 

Substantia] evidence to support final 
agency rule requires something less than 
the w'eight of the evidence, and possibility 
of drawing two inconsistent conclusions 
from evidence does not prevent agency’s 
finding from being supported by substan- 
tial evidence; this standard requires that 
agency’s decision be based on entire record, 
taking into account whatever in record de- 
tracts from weight of agency’s decision, 
and that agency’s decision be what reason- 
able mind might accept as adequate to sup- 
port its conclusion. 

18. Administrative Law and Procedure 

•S=763, 791 

Health and Environment •^25.15(7) 

Arbitrary and capricious standard 
found in Administrative Procedure Act and 
substantia] evidence standard found in Tox- 
ic Substances Control Act (TSCA) are dif- 
ferent standards, even in context of infor- 
mal rule making; substantial evidence 
standard mandated by TSCA is generally 
considered to be more rigorous than arbi- 
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trary and capricious standard normally ap- 
plied to informal rule making, and affords 
considerably more generous judicial review 
than arbitrary and capricious test. 5 
U.S.C.A. § 551 el seq.; Toxic Substances 
Control Act. § 19{c)(l)(BXi), 15 U.S.C.A. 
§ 2618(c)(l){BKi). 

19. Administrative Law and Procedure 

<3=791 

Health and Environment <^25.15(7) 

Substantial evidence standard mandat- 
ed by Toxic Substances Control Act impos- 
es considerable burden on agency and lim- 
its its discretion in arriving at factual 
predicate. Toxic Substances Control 
Act, § 19(cXlXB)(i), 15 U.S.C.A. 

§ 2618(cKlXBXi). 

20. Administrative Law and Procedure 

®=791 

Health and Environment <S=>25.15(7) 

Under substantial evidence standard of 
Toxic Substances Control Act, reviewing 
court must give careful scrutiny to agency 
findings and, at same time, accord appro- 
priate deference to administrative decisions 
that are based on agency experience 
and expertise. Toxic Substances Control 
Act, § 19(c){l){BXi), 15 U.S.C.A. 

§ 2618{c)(lXBXi). 

21. Administrative Law and Procedure 

<3=791 

Health and Environment <5=25.15(7) 

In evaluating whether Environmental 
Protection Agency (EPA) has presented 
substantial evidence to support final rule 
regulating substance under Toxic Sub- 
stances Control Act, court examines wheth- 
er quantities of regulated chemical enter- 
ing into environment are “substantial” and 
whether human exposure to chemical is 
“substantial” or “significant.” Toxic Sub- 
stances Control Act, § 6, 15 U.S.C.A. 

§ 2605. 

22. Administrative Law and Procedure 

^402 

Agency may exercise its judgment 
without strictly relying on quantifiable 
risks, costs, and benefits, but it must co- 
gently explain why it has exercised its dis- 
cretion in given manner and must offer 


rational connection between facts found 
and choice made. 

23. Administrative Law and Procedure 

€=391 

All agency rules are given presump- 
tion of validity, and it is up to challenger to 
any rule to show that agency action is 
invalid. 

24. Administrative Law and Procedure 

<^750 

Health and Environment <3»25.15(5.I) 
Upon judicial review, burden remains 
on Environmental Protection Agency (EPA) 
to justify that products it bans under Toxic 
Substance.s Control Act present unreason- 
able risk, no matter how regulated. Toxic 
Substances Control Act, § 6, 15 U.S.C.A. 
§ 2605. 

25. Health and Environment €=25.5(3) 
Environmental Protection Agency 

(EPA) presented insufficient evidence to 
justify its final rule under Toxic Sub- 
stances Control Act section prohibiting fu- 
ture manufacture, importation, processing, 
and distribution of asbestos in almost all 
products; EPA failed to consider all neces- 
sary evidence and failed to give adequate 
weight to statutory language requiring it 
to promulgate least burdensome, reason- 
able regulation required to protect environ- 
ment adequately. Toxic Substances Con- 
trol Act, § 6(a), 15 U.S.C.A. § 2605(a). 

26. Health and Environment €=25.5(3) 

In promulgating final rule under Toxic 

Substances Control Act section banning as- 
bestos, Environmental Protection Agency 
(EPA) failed to show it met requirement 
under Act that EPA use least burdensome 
regulation to achieve its goals of minimum 
reasonable risk; EPA rejected calculating 
how many lives less burdensome regulation 
would save, and at what cost, and, when 
calculating benefits of its ban, explicitly 
refused to compare it to improved work- 
place in which currently available control 
technology was utilized. Toxic Substances 
Control Act, § 6(a), 15 U.S.C.A. § 2605(a). 

27. Health and Environment €=25.5(3) 

In order to impose regulation totally 

banning substance under Toxic Substances 
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Control Act, Environmental Protection 
Ag^ency (EPA) must show not only that its 
proposed action reduces risk of product to 
adequate level, but also that actions Con- 
gress identified as less burdensome also 
would not do job. Toxic Substances Con- 
trol Act, § 2 et seq., 15 U.S.C.A. § 2601 et 
seq. 

28. Health and Environment <^25.5(3) 

In promulgating rule under Toxic Sub- 
stances Control Act section banning asbes- 
tos, Environmental Protection Agency 
(EPA) properly discounted perceived non- 
monetary benefits of rule in saving human 
lives; however, EPA’s choice of 13-year 
period of its calculations was so short as to 
make unquantified period so unreasonably 
large that any EPA reliance upon it had to 
be displaced. Toxic Substances Control 
Act, § G(a), 15 U.S.C.A. § 2605(a). 

29. Health and Environment <^25.5(9) 

Waiver provision allowing Environ- 
mental Protection Agency (EPA) to extend 
temporarily the planned phase-out of 
banned products if hoped-for substitutes 
fail to materialize in time may not be used 
by EPA to lessen its burden when justify- 
ing banning products under Toxic Sub- 
stances Control Act without existing sub- 
stitutes; by its own terms, exemption 
shifts burden onto waiver proponent to con- 
vince EPA that waiver is justified, and 
waiver only may be granted by EPA in 
very limited circumstances. Toxic Sub- 
stances Control Act, § 6(c)(1)(C), 15 

U.S.C.A. § 2605(c)(1)(C). 

30. Health and Environment <^25.5(3) 
Under Toxic Substances Control Act, 

agency is empowered to issue safety stan- 
dards which require improvements in exist- 
ing technology or which require develop- 
ment of new technology: however, where 
no substitutes presently exist, agency 
bears heavier burden to show that product 
ban is justified. Toxic Substances Control 
Act, § 6(c)(1)(C), 15 U.S.C.A. 

§ 2605(c)(1)(C). 

31. Health and Environment <^25.5(3) 
Environmental Protection Agency’s 

(EPA) ban of asbestos under Toxic Sub- 
stances Control Act lacked reasonable basis 


required by Act, as EPA did not consider 
harm that could flow from increased use of 
products designed to substitute for asbes- 
tos, even where probable substitutes them- 
selves were known carcinogens. Toxic 
Substances Control Act, § 6(a), 15 U.S.C.A, 
§ 2605(a). 

32. Health and Environment <^25.5(3) 
Once interested party brings forth 

credible evidence suggesting toxicity of 
probable or only alternatives to substance 
which Environmental Protection Agency 
(EPA) proposes to ban under Toxic Sub- 
stances Control Act, EPA must consider 
comparative toxic costs of each. Toxic 
Substances Control Act, § 6(cKl)(C), 15 
U.S.C.A. § 2605(c)(1)(C), 

33. Health and Environment <^25.5(3) 
Requirement that risk be “unreason- 
able” before Environmental Protection 
Agency (EPA) may engage in rule making 
under Toxic Substances Control Act neces- 
sarily involves balancing test like that fa- 
miliar in tort law; regulation may issue if 
severity of injury that may result from 
product, factored by likelihood of injury, 
offsets harm regulation itself imposes upon 
manufacturers and consumers. Toxic Sub- 
stances Control Act, § 2(c), 15 U.S.C.A. 
§ 2601(c)- 

34. Health and Environment <s=»25.5(3) 
Environmental Protection Agency 

(EPA) must articulate “understandable ba- 
sis" to support its Toxic Substances Con- 
trol Act action with respect to each sub- 
stance or application of substance banned; 
to make finding of unreasonable risk based 
upon this assessment, EPA must balance 
probability that harm will occur from activ- 
ities against effects of proposed regulatory 
action on availability to society of benefits 
of banned substance. Toxic Substances 
Control Act, §§ 6(a), 19(c)(l)(B)(i), 15 

U.S.C.A. §§ 2605(a), 2618{c)(lKB)(i). 

35. Health and Environment <^25.5(3) 
Environmental Protection Agency’s 

(EPA) final rule under Toxic Substances 
Control Act banning friction products such 
as brakes, which constituted most of pro- 
posed benefits of asbestos ban, was unrea- 
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sonable due to EPA’s failure to examine 
effect of nonasbestos brakes on automotive 
safety in light of credible evidence that 
nonasbestos brakes could increase signifi- 
cantly the number of highway fatalities, 
and due to EPA’s failure to evaluate toxici- 
ty of likely brake substitutes. Toxic Sub- 
stances Control Act, § 19(c)(l)(B)(i), 15 
U.S.C.A. § 2618(cKlHB){i). 

36. Health and Environment ^25.5(3) 
Environmental Protection Agency 

(EPA) failed to present substantia) evi- 
dence to support its ban of asbestos pipe 
under Toxic Substances Control Act; EPA 
refused to assess risks of substitutes to 
asbestos pipe, despite EPA’s concession 
that most likely substitutes for asbestos 
pipe also contained known carcinogens. 
Toxic Substances Control Act, §§ 6(c)(1)(C), 
i9(cKlXB)(i). 15 U.S.C.A. §§ 2605(c)(1)(C), 
2618(c)(l)(B)(i), 

37. Health and Environment '®=»25.5(3) 

In those cases in which complete ban 

of substance under Toxic Substances Con- 
trol Act would save less than one statistical 
life, such as those affecting asbestos paper 
products and certain roofing materials. En- 
vironmental Protection Agency (EPA) has 
particular need to examine less burden- 
some alternatives to complete ban. Toxic 
Substances Control Act, § 6(a), 15 U.S.C.A. 
§ 2605(a). 

38. Health and Environment •^25.5(3) 
Under Toxic Substances Control Act, 

Environmental Protection Agency (EPA) 
could properly attempt to promulgate 
“cleanup” ban precluding future uses of 
asbestos even in products not yet on mar- 
ket. Toxic Substances (Control Act, §§ 5, 6, 
15 U.S.C.A. §§ 2604, 2605. 

39. Health and Environment ^25.5(3) 
Under sections of Toxic Substances 

Control Act which allow Environmental 
Protection Agency (EPA) to ban product 
“that presents or will present” significant 
risk, EPA had authority to ban products 
that once were, but no longer are, being 
produced in United States; this applies 
only to products that were not being manu- 
factured, imported, or proce.ssed on July 
12, 1989, date of rule’s promulgation. Tox- 


ic Substances Control Act §§ 5, 6; 15 

U.S.C.A. §§ 2604, 2605. 
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gloves and clothing, and motor vehicle 
brake linings. Asbestos is a toxic material, 
and occupational exposure to asbestos dust 
can result in mesothelioma, asbestosis, and 
lung cancer. 

The EPA began these proceedings in 
1979, when it issued an Advanced Notice of 
Proposed Rulemaking announcing its intent 


On Petition for Review of a Rule of the 
Environmental Protection Agency. 

Before BROWN, SMITH, and WIENER, 
Circuit Judges. 

JERRY E. SMITH, Circuit Judge: 

The Environmental Protection Agency 
(EPA) issued a final rule under section 6 of 
the Toxic Substances Control Act (TSCA) 
to prohibit the future manufacture, impor- 
Ution, processing, and distribution of as- 
bestos in almost all products. Petitioners 
claim that the EPA’s rulemaking procedure 
was flawed and that the rule was not prom- 
ulgated on the basis of substantial evi- 
dence. Certain petitioners and amici curiae 
contend that the EPA rule is invalid be- 
cause it conflicts with international trade 
agreements and may have adverse econom- 
ic effects on Canada and other foreign 
countries. Because the EPA failed to mus- 
ter substantial evidence to support its rule, 
we remand this matter to the EPA for 
further consideration in light of this opin- 
ion. 

I. 

Facts and Procedural History. 
Asbestos is a naturally occurring fibrous 
material that resists fire and most solvents. 
Its major uses include heat-resistant insula- 
tors, cements, building materials, fireproof 


to explore the use of TSCA “to reduce the 
risk to human health posed by exposure to 
asbestos." See 54 Fed.Reg. 29,460 (1989). 
While these proceedings were pending, oth- 
er agencies continued their regulation of 
asbestos uses, in particular the Occupation- 
al Safety and Health Administration 
(OSHA), which in 1983 and 1984 involved 
itself with lowering standards for work- 
place asbestos exposure.” 

An EPA-appointed panel reviewed over 
one hundred studies of asbestos and con- 
ducted several public meetings. Based 
upon its studies and the public comments, 
the EPA concluded that asbestos is a po- 
tential carcinogen at all levels of exposure, 
regardless of the type of asbestos or the 
size of the fiber. The EPA concluded in 
1986 that exposure to asbestos “poses an 
unreasonable risk to human health” and 
thus proposed at least four regulatory op- 
tions for prohibiting or restricting the use 
of asbestos, including a mixed ban and 
phase-out of asbe.stos over ten years; a 
two-stage ban of asbestos, depending upon 
product usage; a three-stage ban on all 
asbestos products leading to a total ban in 
ten years; and labeling of all products con- 
Uining asbestos. Id. at 29,460-61. 

Over the next two years, the EPA updat- 
ed its data, received further comments, and 
allowed cross-examination on the updated 
documents. In 1989, the EPA issued a 
final rule prohibiting the manufacture, im- 


I. OSHA began to regulate asbestos in the work- 
place in 1971. At that lime, the permissible 
exposure limit was 12 fibers per cubic centime- 
ter (F/cc). which OSHA lowered several times 
until today it stands at 0.2 f/cc. OSHA current- 
ly is considering lowering the limit to 0.1 f/cc, 
following a challenge to the regulation in Build- 
iMg iSi Conslr. Trades Dep't v. Brock. 838 F 2d 
1258, 1267-69 (D.C.Cir.l988). The Mine Safetv 
and Health Administration (MSHA) since 1976 
has limited mine worker asbestos exposure to 2 
f/cc. See 30 C.F.R. § 71.702 (1990). 


The Consumer Product Safety Commission 
(CPSC) has banned consumer patching com- 
pounds containing respirable asbestos, see 16 
C.F.R. §§ 1304-0.5 (1990), and also requires la- 
beling for other products containing respirable 
asbestos. Similarly, the Food and Drug Admin- 
istration has banned general-use garments con- 
taining asbestos unless used for protection 
against fire. See 16 C.F.R. § 1500.17 (1990), 
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portation, processing, and distribution in 
commerce of most asbestos-containing 
products. Finding that asbestos constitut- 
ed an unreasonable risk to health and the 
environment, the EPA promulgated a 
staged ban of most commercial uses of 
asbestos. The EPA estimates that this 
rule will save either 202 or 148 lives, de- 
pending upon whether the benefits are dis- 
counted, at a cost of approximately $450- 
800 million, depending upon the price of 
substitutes. Id. at 29,468. 

The rule is to take effect in three stages, 
depending upon the EPA’s assessment of 
how toxic each substance is and how soon 
adequate substitutes will be available.^ 
The rule allows affected persons one more 
year at each stage to sell existing stocks of 
prohibited products. The rule also imposes 
labeling requirements on stage 2 or stage 3 
products and allows for exemptions from 
the rule in certain cases. 

Section 19(a) of TSCA, 15 U.S.C. 
§ 2618(a), grants interested parties the 
right to appeal a final rule promulgated 
under section 6(a) directly to this or any 
other regional circuit court of appeals. 
Pursuant to this section, petitioners chal- 
lenge the EPA’s final rule, claiming that 
the EPA’s rulemaking procedure was 
flawed and that the rule was not promul- 
gated based upon substantial evidence. 
Some amici curiae also contend that the 
rule is invalid because it conflicts with in- 
ternational trade agreements and may have 
adverse economic effects on Canada and 
other foreign countries. We deal with each 
of these contentions seriatim. 


II. 

Standing. 

A. 

Issues Raised Solely by Amici Curiae. 

fll The EPA argues that the briefs of 
two of the amici curiae, Quebec and Cana- 
da, should be stricken because they improp- 
erly raise arguments not mentioned by any 
petitioner. To the extent that these briefs 
raise new issues, such as the EPA’s deci- 
sion not to consider the adverse impacts of 
the asbestos ban on the development of the 
economies of third-world countries, we dis- 
regard these arguments.^ At times, how- 
ever, the briefs raise variations of argu- 
ments also raised by petitioners. We thus 
draw on these briefs where helpful in our 
consideration of other issues properly 
brought before this court by the parties. 

[21 The EPA also asserts that we can- 
not consider arguments raised by the two 
amici that relate to the differences in fiber 
types, sizes, and manufacturing processes 
because these differences only are raised 
by the petitioners within the context of 
prohibiting specific friction products, such 
as sheet gaskets and roof coating. This is, 
however, a role that amici are intended to 
fill; to bridge gaps in issues initially and 
properly raised by parties. Because vari- 
ous petitioners urge arguments similar to 
these, we properly can consider these spe- 
cific issues articulated in the amici briefs.* 


2. The main products covered by each ban stage 
are as follows: 

(1) Stage 1; August 27, 1990: ban on asbes- 
tos-containing floor materials, clothing, roof- 
ing felt, corrugated and flat sheet materials, 
pipeline wrap, and new asbestos uses; 

(2) Stage 2: August 25, 1993; ban on asbes- 
tos-containing "friction products and certain 
automotive products or uses; 

(3) Stage 3: August 26, 1996: ban on other 
asbestos-containing automotive products or 
uses, asbestos-containing building materials 
including non-roof and roof coatings, and as- 
bestos cement shingles. 

See 54 Fed. Reg. at 29,461-62. 

3. See Bell v. Wolfish. 441 U.S. 520, 531 n. 13. 99 
S.Ct. 1861. 1870 n. 13, 60 L,Ed.2d 447 (1979). 


While it is true that the joint brief of petitioners 
Centrale des Syndicats Dcmocraliques, Confed- 
eration des Syndicats Nationaux, and United 
Steel Workers of America (Canada) (collectively 
along with petitioner Cassiar Mining Corp. 
(Cassiar). the "Canadian petitioners”) also deal 
with some of the same issues raised by amici, 
we hold in part II.B, infra, that these petitioners 
lack standing. The arguments of amici cannot 
be bootstrapped into this case based upon the 
arguments of petitioners who themselves lack 
standing. 

4 . The EPA also seeks to bar the brief of Grinnell 
College. That brief, however, presents argu- 
ments directly related to the arguments raised 
by the parties seeking to prevent the ban of 
asbestos shingles. 
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B. 

Standing of Foreign Entities Under TSCA. 

The EPA also contends that certain for- 
eign petitioners and amici do not have 
standing to contest the EPA’s final rule. 
In its final rulemaking, the EPA decided to 
exclude foreign effects from its analysis. 
Cassiar Mining Corporation, a Canadian 
mining company that operates an asbestos 
mine, and the other Canadian petitioners 
believe that the EPA erred by not consider- 
ing the effects of the ban on foreign coun- 
tries and workers. 

[3] At issue in this case is a question of 
prudential standing, which is of less than 
constitutional dimensions. The touchstone 
of the analysis, therefore, is the statutory 
language used by Congress in conferring 
standing upon the general public. Wartk 
V. Seldin, 422 U.S. 490, 501, 95 S.Ct. 2197, 
2206. 45 L.Ed.2d 343 (1975). 

[ 4 ] Only those who come within the 
"zone of interests to be protected or regu- 
lated by the statute” have prudential stand- 
ing to bring challenges to regulations un- 
der the statute at issue.® Indeed, when a 
party's interests are “inconsistent with the 
purposes implicit in the statute,” it can 
“reasonably be assumed that Congress [did 
not] intend[ ] to permit the suit.” Clarke, 
479 U.S. at 399. 107 S.Ct at 757. 

The Canadian petitioners believe that 
Congress, by granting the right of judicial 
review to "any person,” 15 U.S.C.A. 
§ 2618(a)(1)(A) (West Supp.1991), meant to 
confer standing on anyone who could ar- 
range transportation to the courthouse 
door. The actual language of TSCA, how- 
ever, belies the broad meaning the petition- 
ers attempt to impart to the act, for the 
EPA was not required to consider the ef- 
fects on people or entities outside the Unit- 
ed States. TSCA provides a laundry list of 

5. Association of Data Processing Serv. Orgs. v. 
Camp, 397 U.S. 150, 153, 90 S.Ct. 827. 829, 25 
L.Ed.2d 184 (1970): accord Panhandle Produc 
ers A Royalty Owners Ass'n v. Economic Regula- 
tory Admin., 847 F.2d 1168, 117S-74 (5th Cir. 
1988): Hazardous Waste Treatment Council v. 
EPA, 861 F.2d 277, 282 (D,C.Cir.l988) (per cu- 
riam), cert, denied, 490 U.S. 1106, 109 S.Ct. 
3157, 104 L.Ed.2d 1020 (1989). We note that 
the zone of interest test is not one universally 
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factors to consider when promulgating a 
rule under section 6, including "the effect 
[of the rule] on the national economy.” 
Id. § 2605(c)(lKD) (emphasis added). Inter- 
nationa] concerns are conspicuously absent 
from the statute. 

15] Under the “zone of interests” test, 
we liberally construe Congressional acts to 
favor a plaintiffs standing to challenge 
administrative actions. Wartk, 422 U.S. at 
501, 95 S.Ct. at 2206. This is not to say, 
however, that all plaintiffs affected by a 
regulation or order have standing to sue; 
"[i]n cases where the plaintiff is not itself 
the subject of the contested regulatory ac- 
tion, the test denies a right of review if the 
plaintiffs interests are so marginally relat- 
ed to or inconsistent with the purposes 
implicit In the statute that it cannot reason- 
ably be assumed that Congress intended to 
permit the suit.” Clarke, 479 U.S. at 399, 
107 S.Ct. at 757. 

(61 The Canadian petitioners do not 
have standing to contest the EPA’s actions. 
Nothing in the statute requires the EPA to 
consider the effects of its actions in areas 
outside the scope of section 6, TSCA 
speaks of the necessity of cleaning up the 
national environment and protecting United 
States workers but largely is silent con- 
cerning the international effects of agency 
action. Because of this national emphasis, 
we are reluctant to ascribe international 
standing rights to foreign workers affected 
by the loss of economic sales within this 
country. We note that the Supreme Court, 
using similar analysis, recently denied 
standing rights to workers only incidentally 
affected by a postal regulation. Air Cour- 
ier Conference of Am. v. American Postal 

Workers Union, — U.S. , 111 S.Ct. 

913. 112 L.Ed.2d 1125 (1991). Indeed, to 
‘'proceed[ ] at the behest of interests that 

applied outside the context of the Administra- 
tive Procedure Act (APA), see Clarke v. Securities 
Indus. AisVt, 479 U.S. 388, 4<X) n. 16, 107 S.Ct. 
750, 757 n. 16, 93 L.Ed.2d 757 (1987), but be- 
cause it is the most useful factor in considering 
Congressional intent on the question of stand- 
ing, we invoke it as an aid to our decisionmak- 
ing today, as we sometimes have in the past. 
Cf. Moses V. Banco Mortgage Co., 778 F.2d 267, 
271 (5th Cir.l9a5). 
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coincide only accidentally with [the statu- 
tory] goals” of TSCA actually may work to 
defeat those goals. Hazardous Waste 
Treatment Council, 861 F.2d at 283. We 
therefore do not consider the arguments 
raised by the Canadian petitioners. 

[7] Cassiar separately asserts even 
closer contacts with the United States and 
believes that its status as a vendor to an 
American vendee gives it the right to con- 
test administrative decisions that affect the 
economic well-being of the vendee. Some 
courts recognize that vendors can stand as 
third parties in the shoes of their vendees 
in order to contest administrative deci- 
sions.® 

Even if we were to accept this line of 
reasoning, however, the result would be 
unavailing. Cassiar’s vendee is an indepen- 
dent entity, fully capable of asserting its 
own rights. Given the purely national 
scope of TSCA, Cassiar cannot bootstrap 
from its vendee simply because it sells as- 
bestos to an American company. Merely 
inserting a product into the stream of com- 
merce is not sufficient to confer standing 
under TSCA. If the rule were otherwise, 
the concept of standing would lose all 
meaning, for the only parties who would 
not have standing would be those who sell 
nothing in the United States and thus are 
indifferent to federal government actions. 
There is no indication that Congress intend- 
ed to enact so loose a concept of standing, 
and we do not import that intent into the 
act today.^ 

Hence, Cassiar does not have prudential 
standing to bring this claim, because TSCA 

6. See, e.g., Carey v. Population Serv. Inti, 431 
U.S. 678, 683-84 & n. 4, 97 S.O. 2010, 2015 & n. 

4, 52 L.Ed.2d 675 (1977); National Cottonseed 
Prods. Ass’n v. Brock, 825 F.2d 482, 489-92 
(D.C.Cir,1987), cert, denied, 485 U.S. 1020, 108 

5. Ct, 1573, 99 L.Ed.2d 889 (1988): FAIC Sec. v. 
United States, 768 F.2d 352, 357-61 (D.C.Cir. 
1985). Carey, however, gives jus lertii standing 
to a party only if the party directly affected is 
incapable of asserting its own interests, which is 
not true in the instant case. See Carey, 431 U.S. 
at 683-84. 97 S.Ct. at 2015; accord Craig v. 
Boren. 429 U.S. 190, 195-96, 97 S.Ct. 451, 456, 50 
L.Ed.2d 397 (1976). The cases from the District 
of Columbia Circuit, represented by National 
Cottonseed and FAIC Securities, appear to go too 


expressly concerns itself with national eco- 
nomic concern.s. Cassiar brings forth no 
evidence that it actually controls, and does 
not just deal with, the American vendee. 
We thus conclude, along the lines of Moses, 
778 F.2d at 271-72, that parties that Con- 
gress specifically did not intend to partic- 
ipate in, or benefit from, an administrative 
decision have no right to challenge the le- 
gitimacy of that decision. 

[8] We draw support for our holding 
from the decision of the EPA to give a 
similar construction to TSCA. "It is set- 
tled that courts should give great weight to 
any reasonable construction of a regula- 
tory statute adopted by the agency charged 
with the enforcement of that statute.” /n- 
vestment Co. Inst. v. Comp, 401 U.S. 617, 
626-27, 91 S.Ct, 1091, 1097, 28 L.Ed.2d 367 
(1971). "Thus, only where congressional 
intent is pellucid are we entitled to reject 
reasonable administrative construction of a 
statute.” National Grain & Feed Ass'n v. 
OSHA, 866 F.2d 717, 733 (5th Cir.1989). 

19] We find the EPA’s decision to ig- 
nore the international effects of its decision 
to be a rational construction of the statute. 
Chemical Mfrs. Ass'n v. Natural Re- 
sources Defense Council, 470 U.S. 116, 
125, 134, 105 S.Ct. 1102, 1107, 1112, 84 
L.Ed.2d 90 (1985). Because it is unlikely 
that these foreign entities were ‘‘intended 
[by Congress] to be relied upon to chal- 
lenge agency disregard of the law,” 
Clarke, 479 U.S. at 399, 107 S.Ct. at 757 
(citations omitted), we hold that they are 

far in expanding the exception in the vendor- 
vendee relationship, at least when evaluating a 
statute so purely national in scope. 

7. See Warlh, 422 U.S. at 501, 95 S.Ct. at 2206 
(noting that courts generally are reluctant "to 
extend judicial power when the plaintiffs claim 
to relief rests on the legal rights of third par- 
ties"). Cassiar mentions only one case. Con- 
structares Civiles de Ceniroamerica, S.y4. v. Han- 
nah. 459 F.2d 1183, 1190-91 (D.C.Cir. 1972), in 
which a foreign vendor was able to borrow its 
domestic vendee's standing rights to pursue its 
own claim, That case, however, involved the 
APA, which, unlike TSCA, does not confine itself 
to matters concerning national economic inter- 
ests. 
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outside the zone of interests encompassed 
by TSCA and thus lack standing to protest 
the EPA's rulemaking.^ 

III. 

Rulemaking Defects. 

[10-12] The petitioners allege that the 
EPA’s rulemaking procedure was flawed. 
Specifically, the petitioners contend that 
the EPA erred by not cross-examining peti- 
tioner’s witnesses, by not assembling a 
panel of experts on asbestos disease risks, 
by designating a hearing officer, rather 
than an administrative law judge (ALJ), to 
preside at the hearings on the rule, and by 
not swearing in witnesses who testified. 
Petitioners also complain that the EPA did 
not allow cross-examination of some of its 
witnesses and did not notify anyone until 
after the hearings were over that it intend- 
ed to use “analogous exposure" estimates 
and a substitute pricing assumption to sup- 
port its rule. Most of these contentions 
lack merit and are part of the petitioners’ 
“protest everything” approach, “ but we ad- 
dress specifically the two EPA actions of 
most concern to us, the failure of the EPA 
to afford cross-examination of its own wit- 
nesses and its failure to provide notice of 
the analogous exposure estimates, 

[13] Administrative agencies acting un- 
der TSCA are not required to adhere to all 
of the procedural requirements we might 
require of an adjudicative body. See 15 
U.S.C. § 2605(c)(3). In evaluating petition- 
ers’ claims, we are guided by our long-held 
view that an agency's choices concerning 
its rulemaking procedures are entitled to 

8. The Canadian petitioners also allege that Unit- 
ed States treaty obligations, such as the provi- 
sions of the General Agreement on Tariffs and 
Trade (GATT), award them the right to protest 
the EPA s actions. GATT requires nations to 
indicate that their environmental decisions meet 
international standards, thus preventing coun- 
tries from using arbitrary environmental rul- 
ings as de facto trade barriers. GATT, however, 
establishes trade dispute procedures of its own. 
These Canadian panics therefore have no stand- 
ing here to challenge the EPA's decision. 

9. These complaints include the failure of the 
EPA to cross-examine petitioners’ witnesses, 
which it was not required to do, and the EPA’s 
decision not to designate an AU, which also 


1201 (SthClr. l«t) * 

great deference, as the agencies are "best 
situated to determine how they should allo- 
cate their finite resources.” Superior Oil 
Co. V. FERC, 563 F.2d 191, 201 (5th Cir 

1977). 

114] Section 19(c)(l)(B)(ii) of TSCA re- 
quires that we hold unlawful anv rule 
promulgated where EPA restrictions on 
cross-examination “precluded disclosure of 
disputed material facts which [were] neces- 
sary U) a fair determination by the Admin- 
istrator.” 15 U.S.C. § 2618(cKl)(B){ii). In 
promulgating this rule, the EPA allowed 
substantial cross-examination of most, but 
not a|], of its witnesses. Considering the 
importance 'reCA accords to cross-examina- 
tion, the EPA should have afforded inter- 
ested parties full cross-examination on all 
of its major witnesses. We are mindful of 
the length of the asbestos regulatory pro- 
cess in this case, but Congress, in enacting 
the rules governing the informal hearing 
process under TSCA, specifically reserved 
a place for proper cros.s-examination on 
issues of disputed material fact. See id, 
§§ 2605(c)(3), 26l8(c)(l)(B)(ii). Precluding 
cross-examination of EPA witnesses— even 
a minority of them— is not the proper way 
to expedite the finish of a lengthy rulemak- 
ing procedure. 

The EPA’s general failure to accord the 
petitioners adequate cross-examination, 
however, is not sufficient by itself to man- 
date overturning the rule. The “founda- 
tional question is whether any procedural 
flaw so subverts the process of judicial 
review that invalidation of the regulation is 
warranted." Superior Oil Co., 563 F.2d at 

was wilhin its discretion under 40 C.F.R. 

§§ 750,7 and 750.8 (1990). Similarly, the EPA's 
failure to issue subpoenas was of little moment, 
as the petitioners in fact suffered no injury’ from 
the Jack of subpoenas. See id. § 750.5. 

Wc also note that while an independent panel 
of experts often might be needed, in this case 
the EPA was not required to assemble such a 
panel on asbestos disease risks, as it already 
possessed an abundance of information on the 
subject, including a report hy the members of 
the Ontario RoyaJ Commission, a study often 
cited by the petitioners themselves. Consider- 
ing the number of studies available, the EPA 
was not required to assemble its own panel to 
duplicate them, except to fill in any gaps. 
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201 (quoting Alabama Ass’n of Ins. 
Agents v. Board of Governors of the Fed. 
Reserve Sys.. 533 F.2d 224, 236-37 (5th 
Cir.1976)). Under this standard, the EPA’s 
denial of cross-examination, by itself, is 
insufficient to force us to overturn the 
EPA’s asbestos regulation. 

[15] We cannot reach the same conclu- 
sion in another area, however. The EPA 
failed to give notice to the public, before 
the conclusion of the hearings, that it in- 
tended to use “analogous exposure" dato 
to calculate the expected benefits of certain 
product bans. In general, the EPA should 
give notice as to its intended methodology 
while the public still has an opportunity to 
analyze, comment, and influence the pro- 
ceedings. The EPA’s use of the analogous 
exposure estimates, apart from their mer- 
its, thus should have been subjected to 
public scrutiny before the record was 
closed. While it is true that '‘[t]he public 
need not have an opportunity to comment 
on every bit of information influencing an 
agency’s decision,’’ Texas v. Lyng, 868 F.2d 
795, 799 (5th Cir.1989), this cannot be used 
as a defense to the late adoption of the 
analogous exposure estimates, as they are 
used to support a substantial part of the 
regulation finally promulgated by the 
EPA." 

We draw support for this conclusion 
from Agua Slide 'N' Dive v. CPSC, 569 
F.2d 831 (5th Cir.1978), in which the CPSC 
decided, without granting interested par- 
ties the opportunity to comment, that its 
proposed regulation merely would slow the 
industry’s rate of growth rather than actu- 
ally cut sales. We rejected the CPSC’s 
rule, and our reasons there are similar to 
those that require us to reject the EPA s 
reliance upon the analogous exposure data 
today: 

10. According to the EPA, if the analogous expo- 
sure estimates were not included, the benefits of 
the rule would decrease from 168 to 120 deaths 
avoided, discounted at 3%. 54 Fed.Reg. at 29,- 
469, 29,485. The analogous exposure estimates, 
adopted after hearings were concluded, thus 
increase the purported benefits of the rule by 
more than one-third. 


[T]h€ evidence on which the Commission 
relies was only made public after the 
period for public comment on the stan- 
dard had closed. Consequently, critics 
had no realistic chance to rebut it. . . . It 
matters not that the late submission 
probably did not violate the notice re- 
quirement of 5 U.S.C.A. § 553. . . . 7’^^ 

statute retires that the Commission s 
findings be suppotted by substantial 
evidence, and that requirement is not 
met when the only evidence on a cru- 
cial finding is alleged to be unreliable 
and ike Commission has not exposed it 
to the full public scrutiny which would 
encourage confidence in its accuracy. 
Id. at 842-43 {citations omitted) (emphasis 
added). 

In short, the EPA should not hold critical 
analysis in reserve and then use it to justi- 
fy its regulation despite the lack of public 
comment on the validity of its basis. Fail- 
ure to seek public comment on such an 
important part of the EPAs analysis de- 
prived its rule of the substantial evidence 
required to survive judicial scrutiny, as in 
Aqua Slide. 

(16] We reach this conclusion despite 
the relatively lenient standard by which we 
judge administrative rulemaking proceed- 
ings. E.g., Superior Oil Co., 563 F.2d at 
201. The EPA seeks to avert this result by 
contending that the petitioners had con- 
structive notice that the EPA might adopt 
the analogous exposure theory because it 
included, among its published data, certain 
information that might be manipulated to 
support such an analysis. We hold, how- 
ever, that considering that for some prod- 
ucts the analogous exposure estimates con- 
stituted the bulk of the EPA’s analysis, 
constructive notice was insufficient no- 
tice.i' In summary, on an issue of this 
import, the EPA should have announced 

,1. For some of the products, such as the beater- 
add and sheet gaskets, the analogous exposure 
analysis completely altered the EPAs calculus 
and multiplied four- or five fold the anticipated 
benefits of the proposed regulation. This was a 
change sufficient to make the proceedings un- 
fair to the petitioners and was of sufficient 
importance that the EPA's failure to afford any 
cross-examination on this issue was an abuse of 
discretion. 
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during the years in which the hearings 
were ongoing, rather than in the subse- 
quent weeks after which they were closed, 
that it intended to use the analogous expo- 
sure estimates. On reconsideration, the 
EPA should open to public comment the 
validity of its analogous exposure esti- 
mates and methodology. 

IV. 

The Language of TSCA. 

A. 

Standard of Review. 

Our inquirj' into the legitimacy of the 
EPA rulemaking begins with a discussion 
of the standard of review governing this 
case. EPA’s phase-out ban of most com- 
mercial uses of asbestos is a TSCA § 6(a) 
rulemaking. TSCA provides that a review- 
ing court “shall hold unlawful and set 
aside” a final rule promulgated under 
§ 6(a) “if the court finds that the rule is 
not supported by substantial evidence in 
the rulemaking record . . . taken as a 
whole.” 15 U.S.C. § 2618(c)(l)(BKi). 

[17] Substantial evidence requires 
“something less than the weight of the 
evidence, and the possibility of drawing 
two inconsistent conclusions from the evi- 
dence does not prevent an administrative 
agency's finding from being supported by 
substantial evidence.” CotisoIo v. Federal 
Maritime Comm’n, 383 U.S. 607, 620, 86 
S.Ct. 1018, 1026, 16 L.Ed.2d 131 (1966). 
This standard requires (1) that the agency’s 

12. The term “rulemaking record” means (A) the 
rule being reviewed: (B) all commentary re- 
ceived in response to the (EPA) Administrator’s 
notice of proposed rulemaking, and the Admin- 
istrator's own published statement of the effects 
of exposure of the substance on health and the 
environment, the benefits of the substance for 
various uses and the availability of substitutes 
for such uses, and "the reasonably ascertainable 
economic consequences of the rule” on the na- 
tional economy, small business, technological 
innovation, the environment, and public health; 
(C) transcripts of hearings on promulgation of 
the rule; (D) written submissions of interested 
parties; and (E) any other information the Ad- 
ministrator deems relevant. See 15 U-S.C. 
§ 2610(a)(3) (referring to §§ 2604(f) and 
2605(c)(1) in regard to component (B) above). 
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decision be based upon the entire record,'^ 
taking into account whatever in the record 
detracts from the weight of the agency’s 
decision; and (2) that the agency’s decision 
be what “ 'a reasonable mind might accept 
as adequate to support [its] conclusion.’ ” 
American Textile Mfrs. Inst. v. Donovan, 
452 U.S. 490, 522, 101 S.Ct. 2478, 2497, 69 
L.Ed.2d 185 (1981) (quoting Universal 
Camera Corp. v. NLRB, 340 U.S. 474, 477, 
71 S.Ct. 456, 459, 95 L.Ed. 456 (1951)). 
Thus, even if there is enough evidence in 
the record to support the petitioners’ asser- 
tions, we will not reverse if there is sub- 
stantial evidence to support the agency’s 
decision. See, e.g., Villa v. Sullivan, 895 
F.2d 1019. 1021-22 {5th Cir.1990): Single- 
tary V. Bowen, 798 F.2d 818, 822-23 (5th 
Cir.1986); accord Fort Valley State Col- 
lege V. Bennett, 853 F.2d 862, 864 (11th 
Cir.1988) (reviewing court examines the en- 
tire record but defers to the agency's 
choice between two conflicting views). 

[18,19] Contrary to the EPA’s asser- 
tions, the arbitrary and capricious standard 
found in the APA and the substantial evi- 
dence standard found in TSCA are differ- 
ent standards, even in the context of an 
informal rulemaking.'^ (ingress specifi- 
cally went out of its way to provide that 
“the standard of review prescribed by para- 
graph (2)(E) of -section 706 [of the APA] 
shall not apply and the court shall hold 
unlawful and set aside such rule if the 
court finds that the rule is not supported 
by substantial evidence in the rulemaking 

13. The EPA cilcs Superior Oil Co.. 563 F.2d at 
199, an APA case, for the proposition that in 
informal rulemaking, the arbitrary and capri- 
cious standard and the substantial evidence 
standard "tend to converge." While it certainly 
is true that the requirement of substantial evi- 
dence within Formal rulemaking is more strenu- 
ous, we acknou’ledged in Superior Oil that when 
comparing arbitrary and capricious to substan- 
tial evidence, ''[i]t is generally accepted that the 
latter standard allows for 'a considerably more 
generous judicial review' than does the former." 
fd. (quoting Abbott Laboratories, 387 U.S. at 143, 
87 S.Ct. at 1512). Considering that Congress 
specifically rejected the arbitrary and capricious 
standard in the TSCA context, we will not act 
now to read that same standard back in by 
holding that the two standards are in fact one 
and the same. 
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record , . taken as a whole.” 15 U.S.C. 
§ 2618(cXlKB)(i). “The substantial evi- 
dence standard mandated by [TSCA] is 
generally considered to be more rigorous 
than the arbitrary and capricious standard 
normally applied to informal rulemaking,” 
Environmental Defense Fund v. EPA, 636 
F.2d 1267, 1277 (D.C.Cir.l980), and “af- 
ford[s] a considerably more generous judi- 
cial review” than the arbitrary and capri- 
cious test. Abbott Laboratories v. Gard- 
ner, 387 U.S. 136, 143, 87 S.Ct. 1507, 1512, 
18 L.Ed.2d 681 (1967), overruled on other 
grounds, Califano v. Sanders, 430 U.S. 99, 
97 S.Ct. 980, 51 L.Ed.2d 192 (1977). The 
test “imposes a considerable burden on the 
agency and limits its discretion in arriving 
at a factual predicate.” Mobil Oil Corp. v. 
FPC, 483 F.2d 1238, 1258 (D.C.Cir.l973). 

[20] “Under the substantial evidence 
standard, a reviewing court must give care- 
ful scrutiny to agency findings and, at the 
same time, accord appropriate deference to 
administrative decisions that are based on 
agency experience and expertise.” Envi- 
ronmental Defense Fund, 636 F.2d at 
1277. As with consumer product legisla- 
tion, “Congress put the substantial evi- 
dence test in the statute because it wanted 
the courts to scrutinize the Commission’s 
actions more closely than an ‘arbitrary and 
capricious' standard would allow.” Aqua 
Slide, 569 F.2d at 837. 

[21,22] The recent case of Chemical 
Mfrs. Ass'n v. EPA, 899 F.2d 344 (5th 
Cir.1990), provides our basic framework for 
reviewing the EPA’s actions. In evaluat- 
ing whether the EPA has presented sub- 
stantial evidence, we examine (1) whether 
the quantities of the regulated chemical 
entering into the environment are “sub- 
stantial” and (2) whether human exposure 
to the chemical is “substantial” or “signifi- 
cant.” Id. at 359. An agency may exer- 
cise its judgment without strictly relying 
upon quantifiable risks, costs, and benefits, 
but it must “cogently explain why it has 
exercised its discretion in a given manner” 
and “must offer a ‘rational connection be- 


tween the facts found and the choice 
made.’ ” Id. (quoting Motor Vehicle Mfrs. 
Ass'n V. State Farm Mut. Auto. Ins., 463 
U.S. 29, 103 S.Ct. 2856, 77 L.Ed.2d 443 
(1983)). 

[23,24] We note that in undertaking 
our review, we give all agency rules a 
presumption of validity, and it is up to the 
challenger to any rule to show that the 
agency action is invalid. Alabama Nurs- 
ing Home Ass’n v. Harris, 617 F.2d 388, 
393-94 (oth Cir.1980), The burden remains 
on the EPA, however, to justify that the 
products it bans present an unreasonable 
risk, no matter how regulated. See Indus- 
trial Union Dep’t v. American Petroleum 
Inst, 448 U.S. 607, 662, 100 S.Ct. 2844, 
2874, 65 L.Ed.2d 1010 (1980); cf National 
Lime Ass'n v. EPA, 627 F.2d 416, 433 
(D.C.Cir.l980) (“an initial burden of pro- 
mulgating and explaining a non-arbitrary, 
non-capricious rule rests with the Agen- 
cy”). Finally, as we discuss in detail infra, 
because TSCA instructs the EPA to under- 
take the least burdensome regulation suffi- 
cient to regulate the substance at issue, the 
agency bears a heavier burden when it 
seeks a partial or total ban of a substance 
than when it merely seeks to regulate that 
product. See 15 U.S.C. § 2605(a), 

B. 

The EP.A’s Burden Under TSCA. 
TSCA provides, in pertinent part, as fol- 
lows: 

(a) Scope of regulation, — If the Admin- 
istrator finds that there is a reasonable 
basis to conclude that the manufacture, 
processing, distribution in commerce, 
use, or disposal of a chemical substance 
or mixture, or that any combination of 
such activities, presents or will present 
an unreasonable risk of injury to health 
or the environment, the Administrator 
shall by rule apply one or more of the 
following requirements to such sub- 
stance or mixture to the extent necessary 
to protect adequately against such risk 
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using the least burdensome require- 
ments. 


Id. (emphasis added). As the highlighted 
language shows, Congress did not enact 
TSCA as a zero-risk statute.’^ The EPA, 
rather, was required to consider both alter- 
natives to a ban and the costs of any pro- 
posed actions and to “carry out this chap- 
ter in a reasonable and prudent manner 
[after considering] the environmental, eco- 
nomic, and social impact of any action.” 15 
U.S.C. § 2601(c). 

[25] We conclude that the EPA has 
presented insufficient evidence to justify 
Its asbestos ban. We base this conclusion 
upon two grounds: the failure of the EPA 
to consider all necessary evidence and its 
failure to give adequate weight to statu- 
tory language requiring it to promulgate 
the least burdensome, reasonable regula- 
tion required to protect the environment 
adequately. Because the EPA failed to 
address these concerns, and because the 
EPA is required to articulate a “reasoned 
basis” for its rules, we are compelled to 
return the regulation to the agency for 
reconsideration. 

14, Cf. Soulhland Mower Co. v. CPSC, 619 F.2d 
499, 510 {5th Cir.1980) (“It mu.st be remembered 
that '[l]he statutory term "unreasonable risk" 
presupposes (hat a real, and not a speculative, 
risk be found to exist and that the Commission 
bear the burden of demonstrating the existence 
of such a risk before proceeding to regulate.’” 
(Citation omitted.)). 

15. The statute provides, in order, the possible 
regulatory schemes as follows: 

(1) A requirement (A) prohibiting the man- 
ufacturing, processing, or distribution in com- 
merce of such substance or mixture, or (B) 
limiting the amount of such substance or mix- 
ture which may be manufactured, processed, 
or distributed in commerce. 

(2) A requirement — 

(A) prohibiting the manufacture, process- 
ing, or distribution in commerce of such 
substance or mixture for (i) a particular use 
or (ii) a particular use in a concentration in 
excess of a level specified by the Adminis- 
trator in the rule imposing the requirement, 
or 

(B) limiting the amount of such substance 
or mixture which may be manufactured, 
processed, or distributed in commerce for 
(i) a particular use or (ii) a particular use in 
a concentration in excess of a level speci- 
fied by the Administrator in the rule impos- 
ing the requirement. 


1 , 

Least Burdensome and Reasonable. 

126] TSCA requires that the EPA use 
the least burdensome regulation to achieve 
its goal of minimum reasonable risk. This 
statutory re{|uirement can create problems 
in evaluating just what is a “reasonable 
risk.” Congress’s rejection of a no-risk 
policy, however, also means that in certain 
cases, the least burdensome yet still ade- 
quate solution may entail somewhat more 
risk than would other, known regulations 
that are far more burdensome on the indus- 
try and the economy. The very language 
of TSCA requires that the EPA, once it has 
determined what an acceptable level of 
non-zero risk is, choose the least burden- 
some method of reaching that level. 

In this case, the EPA banned, for all 
practical purposes, all present and future 
uses of asbestos — a position the petitioners 
characterize as the “death penalty alterna- 
tive,” as this is the most burdensome of all 
possible alternatives listed as open to the 
EPA under TSCA. TSCA not only provides 
the EPA with a list of alternative actions, 
but also provides those alternatives in or- 
der of how burdensome they are.'® The 

(3) A requirement that such substance or 
mixture or any article containing such sub- 
stance or mixture be marked with or accom- 
panied by clear and adequate warnings and 
instructions with respect to its use. distribu- 
tion in commerce, or disposal or with respect 
to any combination of such activities. The 
form and content of such warnings and in- 
structions shall be prescribed by the Adminis- 
trator. 

(4) A requirement that manufacturers and 
processors of such substance or mixture make 
and retain records of the processes used to 
manufacture or process such substance or 
mixture and monitor or conduct tests which 
are reasonable and necessary to assure com- 
pliance with the requirements of any rule 
applicable under this subsection. 

(5) A requirement prohibiting or otherwise 
regulating any manner or method of commer- 
cial use of such substance or mixture. 

(6) (A) A requirement prohibiting or other- 
wise regulating any manner or method of 
disposal of such substance or mixture, or of 
any article containing such substance or mix- 
ture. by its manufacturer or processor or by 
any other person who uses, or disposes of, it 
for commercial purposes. 

(B) A requirement under subparagraph (A) 
may not require any person to take any action 
which would he in violation of any law or 
requirement of, or in effect for, a State or 
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regulations thus provide for EPA regula- 
tion ranging from labeling the least toxic 
chemicals to limiting the total amount of 
chemicals an industry may use. Total bans 
head the list as the most burdensome regu- 
latory option. 

By choosing the harshest remedy given 
to it under TSCA, the EPA assigned to 
itself the toughest burden in satisfying 
TSCA’s requirement that its alternative be 
the least burdensome of all those offered 
to it. Since, both by definition and by the 
terms of TSCA, the complete ban of manu- 
facturing is the most burdensome alterna- 
tive — for even stringent regulation at least 
allows a manufacturer the chance to invest 
and meet the new, higher standard — the 
EPA’s regulation cannot stand if there is 
any other regulation that would achieve an 
acceptable level of risk as mandated by 
TSCA. 

We reserve until a later part of the opin- 
ion a product-by-product review of the reg- 
ulation. Before reaching this analysis, 
however, we lay down the inquiry that the 
EPA should undertake whenever it seeks 
total ban of a product. 

The EPA considered, and rejected, such 
options as labeling asbestos products, 
thereby warning users and workers in- 
volved in the manufacture of asbestos-con- 
taining products of the chemical’s dangers, 
and stricter workplace rules. EPA also 
rejected controlled use of asbestos in the 
workplace and deferral to other govern- 
ment agencies charged with worker and 
consumer exposure to industrial and prod- 
uct hazards, such as OSHA, the CPSC, and 
the MSHA. The EPA determined that de- 

poiiiical subdivision, and shall require each 
person subject to it to notify' each State and 
political subdivision in which a required dis- 
posal may occur of such disposal. 

(7) A requirement directing manufacturers 
or processors of such substance or mixture 
(A) to give notice of such unreasonable risk of 
injury to distributors in commerce of such 
substance or mixture and, to the extent rea- 
sonably ascertainable, to other persons in pos- 
session of such substance or mixture or ex- 
posed to such substance or mixture, (B) to 
give public notice of such risk of injury, and 
(C) to replace or repurchase such substance 
or mixture as elected by the person to which 
the requirement is directed. 


ferral to these other agencies was inappro- 
priate because no one other authority could 
address all the risks posed “throughout the 
life cycle" by asbestos, and any action by 
one or more of the other agencies still 
would leave an unacceptable residual risk.’'’ 

Much of the EPA’s analysis is correct, 
and the EPA’s basic decision to use TSCA 
as a comprehensive statute designed to 
fight a multi-industry problem was a prop- 
er one that we uphold today on review. 
What concerns us, however, is the manner 
in which the EPA conducted some of its 
analysis. TSCA requires the EPA to con- 
sider, along with the effects of toxic sub- 
stances on human health and the environ- 
ment, “the benefits of such substance[s] or 
mixture[s] for various uses and the avail- 
ability of substitutes for such uses,” as 
well as “the reasonably ascertainable eco- 
nomic consequences of the rule, after con- 
sideration for the effect on the national 
economy, small business, technological in- 
novation, the environment, and public 
health.” Id. § 2605(c)(l)(C-D). 

The EPA presented two comparisons in 
the record: a world with no further regula- 
tion under TSCA, and a world in which no 
manufacture of asbestos takes place, The 
EPA rejected calculating how many lives a 
less burdensome regulation would save, 
and at what cost. Furthermore the EPA. 
when calculating the benefits of its ban, 
explicitly refused to compare it to an im- 
proved workplace in which currently avail- 
able control technology is utilized. See 54 
Fed.Reg. at 29,474. This decision artificial- 
ly inflated the purported benefits of the 
rule by using a baseline comparison sub- 

15 U.S.C. § 2605(a). As is plain from the order 
in which they are listed, options at the top of the 
list are the most burdensome regulatory op- 
liuns, progressively declining to the least bur- 
densome option. 

16. EPA argues that OSHA can only deal with 
workplace exposures to asbestos and that the 
CPSC and MSHA cannot take up the slack, as 
the CPSC can impose safety standards for asbes- 
tos products based only upon the risk to con- 
sumers. and MSHA can protect against exposure 
only in the mining and milling process. These 
agencies leave unaddressed dangers posed by 
asbestos exposure through product repair, in- 
stallation, wear and tear, and the like. 
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[27] Under TSCA, the EPA was re- 
quired to evaluate, rather than ignore, less 
burdensome regulatory alternatives 
TSCA imposes a least-to-most-burdensome 
hierarchy. In order to impose a regulation 
at the top of the hierarchy— a total ban of 
asbestos— the EPA must show not only 
that Its proposed action reduces the risk of 
the product to an adequate level, but also 
that the actions Congress identified as less 
burdensome also would not do the job " 
The failure of the EPA to do this consti- 
tutes a failure to meet its burden of show- 
ing that its actions not only reduce the risk 

but do so in the Congressionally-mandated 
least burdensome fashion. 

Thus it was not enough for the EPA to 
show, as it did in this case, that banning 
some asbestos products might reduce the 
harm that could occur from the use of 
these products, tf that were the standard, 

It would be no standard at all, for few 
indeed are the products that are so safe 
that a complete ban of them would not 
make the world still safer. 

This comparison of two static worlds is 
insufficient to satisfy the dictates of TSCA. 
While the EPA may have shown that a 
world with a complete ban of asbestos 
might be preferable to one in which there is 
only the current amount of regulation, the 
EPA has failed to show that there is not 
some intermediate state of regulation that 
would be superior to both the currently- 
regulated and the completely-banned world. 
Without showing that asbestos regulation 
would be ineffective, the EPA cannot dis- 
charge Its TSCA burden of showing that its 


Upon an initial showing of product dan- 
ger, the proper course for the EPA to 
follow is to consider each regulatory op- 
tion, beginning with the least burdensome 
and the costs and benefits of regulation 
under each option. The EPA cannot simply 
skip several rungs, as it did in this case, for 
m doing so, it may skip a less-burdensome 
alternative mandated by TSCA. Here, al- 
though the EPA mentions the problems 
posed by intermediate levels of regulation, 
It takes no steps to calculate the costs and 
benefits of these intermediate levels See 
M Fed.Reg. at 29,462, 29,474. Without 
doing this it is impossible, both for the 
EPA and for this court on review, to know 
that none of these alternatives was less 
burdensome than the ban in fact chosen by 
the agency. 

The EPA’s offhand rejection of these in- 
termediate regulatory steps i.s “not the 
stuff of which substantial evidence is 
made.” Agua Slide, 569 F,2d at 843 
While it is true that the EPA considered 
five different ban options, these differed 
solely with respect to their effective dates. 
The EPA did not calculate the risk levels 
for intermediate levels of regulation, as it 
believed that there was no asbestos expo- 
sure level for which the risk of injury or 
death was zero. Reducing risk to zero 
however, was not the task that Congress 
set for the EPA in enacting TSCA. The 
EPA thus has failed "cogently [to] explain 
why It has exercised its discretion in a 
given manner," Chemical Mfrs. Ass’n, 899 
F.2d at 349, by failing to explore in more 
than a cursory way the less burdensome 
alternatives to a total ban. 


“V ; ' ‘ciy mainly upon Ihc 

language of the statute to delermine Congress’s 
''gi^'nlive history 
of TSp supports the notion of TSCA's leasl-lo- 
mosl-burdensome hierarchy. As the Senate 
burdensome" requirement 
stat^. Congress did "not want lo give the Ad. 
ministrator unlimited authority and let him say 
1 will impose this control, if there are othe^ 
controls that are effective and are less burden- 
sorne on the industry" 122 Cong.Rec, 8295 
(1976) (staleracnt of Sen. Cannon). 


hi. iT L acknowledges ihis 

hierarchy when il states in its brief that TSCA 
aulhorizes and directs [the) EPA to impose that 
burden (of a total ban] if the risks of a substance 
cannot be adequately addressed in another way " 
(Emphasis added.) The EPA does nol explain 
how It can determine that the risks of a sub. 
stance cannot be addressed in another wav if it 
refuses to make a finding that the alternatives 
will not discharge the EPA’s TSCA burden II 
cannot simply .stale that there is no level of zero 
risk asbestos use and then impose the most 
burdensome alternative on that sole basis. 
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2 non-monetary nature. See What Pme 

Posterity?, The Economist, March 23. 19S1, 
The EPA's Calculations. ,3 (explaining use of discount rates for 

Furthermore, we are concerned about non-monetary goods). 

- . .1 Kv r%r» i fnsts or 


some of the methodology employed by the 
EPA in making various of the calculations ^ 
that it did perform. In order to aid the _ 

EPA’s reconsideration of this and other ^ 

cases, we present our concerns here. , 

[28] First, we note that there was some 
dispute in the record regarding the appro- 
priateness of discounting the perceived 
benefits of the EPA's rule. In choosing 
between the calculated costs and benefits, 
the EPA presented variations in which it 
discounted only the costs, and counter-vari- 
ations in which it discounted both the costs 
and the benefits, measured in both mone- 
tary and human injury terms. As between 
these two variations, we choose to evaluate 
the EPA’s work using its discounted bene- 
fits calculations. 

Although various commentators dispute 
whether it ever is appropriate to discount 
benefits when they are measured in human 
lives, we note that it would skew the 
suits to discount only costs without accord- 
ing similar treatment to the benefits side of 
the equation. Adopting the position of the 
commentators who advocate not discount- 
ing benefits would force the EPA similarly 
not to calculate costs in present discounted 
real terms, making comparisons difficult. 
Furthermore, in evaluating situations in 
which different options incur costs at vary- 
ing time intervals, the EPA would not be 
able to take into account that soon-to-be- 
incurred costs are more harmful than post- 
ponable costs. Because the EPA must dis- 
count costs to perform its evaluations prop- 
erly the EPA also should discount benefits 
to preserve an apples-to-apples comp^ison. 
even if this entails discounting benefits of a 


When the EPA does discount costs or 
benefits, however, it cannot choose an un- 
reasonable time upon which to base its 
discount calculation. Instead of using the 
time of injury as the appropriate time from 
which to discount, as one might expect, the 
EPA instead used the time of exposure. 

The difficulties inherent in the EPA's 
approach can he illustrated by an exaniple. 
Suppose two workers will be exposed to 
asbestos in 1995, with worker X subjected 
to a tiny amount of asbestos that will have 
no adverse health effects, and worker Y 
exposed to massive amounts of asbestos 
that quickly will lead to an asbestos-related 
disease. Under the EPA’s approach, which 
takes into account only the time of expo- 
sure rather than the time at which any 
injury manifests itself, both examples 
would be treated the same. The EPAs 
approach implicitly assumes that the day 
on which the risk of injury occurs is the 
same day the injury actually occurs. 
Such an approach might be proper when 
the exposure and injury are one and the 
same, such as when a person is exposed to 
an immediately fatal poison, but is inappro- 
priate for discounting toxins in which expo- 
sure often is followed by a substantial lag 
, time before manifestation of injuries.'® 

Of more concern to us is the failure of 
1 the EPA to compute the costs and benefits 

- of its proposed rule past the year 2000, and 
,- its double-counting of the costs of 

- use In performing its calculus, the EPA 
r onlv included the number of lives saved 
s over the next thirteen years, and counted 
1 any additional lives saved as simply "un- 
a quantified benefits.” 54 Fed.Reg. at 29,- 


18. Recently, in a different context, we obsere^ 
the important distinction between P™*"' 
future iniury. See Willetl v. Bailer Intl hK- 
929 F.2d 1094, 1099-1100 A n. 20 (5th Cir.l991). 

19 We also note that the EPA chose to use a real 
discount rate of 3%. Because 
real rate of interest has tended to vary between 
2% and 4%. this figure was not inaccurate. 

The EPA also did nol err by calculati^ that 
the price of substitule goods is likely lo decline 


al a rate of 1% per year, resulting from econo- 
mies of scale and increasing rnaitufacluring 
prowess. Because the EPA properly hm.ted he 
scope of these declines in its models so that the 
cost of substitutes would not decline so far as to 
make the price of the substitutes less than the 
cost of the asbestos they were forced to replace, 
this was not an unreasonable real rale of price 
decline lo adopt. 
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486. The EPA and interveners now seek to We do not today determine what an ap- 
use these unquantified lives saved to justi- propriate period for the EPA’s calculations 
fy calculations as to which the benefits would be, as this is a matter better left for 
seem far outweighed by the astronomical agency discretion. See Motor Vehicle 
costs. For example, the EPA plans to save Mfrs. Ass'n, 463 U.S. at 53, 103 S.Ct. at 
about three lives with its ban of asbestos 2872. We do note, however, that the choice 
pipe, at a cost of $128-227 million of a thirteen-year period is so short as to 

approximately $43-76 million per life make the unquantified period so unreason- 
saved). Although the EPA admits that the ably large that any EPA reliance upon it 
price tag is high, it claims that the lives must be displaced. 


saved past the year 2000 justify the price. 
See generally id. at 29,473 (explaining use 
of unquantified benefits). 

Such calculations not only lessen the val- 
ue of the EPA's cost analysis, but also 
make any meaningful judicial review im- 
possible. While TSCA contemplates a use- 
ful place for unquantified benefits beyond 
the EPA’s calculation, unquantified bene- 
fits never were intended as a trump card 
allowing the EPA to justify any cost calcu- 


Under the EPA's calculations, a twenty- 
year-old worker entering employment to- 
day still would be at risk from workplace 
dangers for more than thirty years after 
the EPA's analysis period had ended, The 
true benefits of regulating asbestos under 
such calculations remain unknown. The 
EPA cannot choose to leave these benefits 
high and then use the high unknown bene- 
fits as a major factor justifying EPA ac- 
tion. 


lus, no matter how high. 

The concept of unquantified benefits, 
rather, is intended to allow' the EPA to 
provide a rightful place for any remaining 
benefits that are impossible to quantify 
after the EPA’s best attempt, but which 
still are of some concern. But the allow- 
ance for unquantified costs is not intended 
to allow the EPA to perform its calcula- 
tions over an arbitrarily short period so as 
to preserve a large unquantified portion. 

Unquantified benefits can, at times, per- 
missibly tip the balance in close cases. 
They cannot, however, be used to effect a 
wholesale shift on the balance beam. Such 
a use makes a mockery of the require- 
ments of TSCA that the EPA weigh the 


We also note that the EPA appears to 
place too great a reliance upon the concept 
of population exposure. While a high pop- 
ulation exposure certainly Is a factor that 
the EPA roust con.sider in making its calcu- 
lations, the agency cannot count such prob- 
lems more than once. For example, in the 
case of asbestos brake products, the EPA 
used factors such as risk and exposure to 
calculate the probable harm of the brakes, 
and then used, as an additional reason to 
ban the products, the fact that the expo- 
sure levels were high. Considering that 
calculations of the probable harm level, 
when reduced to basics, simply are a calcu- 
lation of population risk multiplied by popu- 
lation exposure, the EPA’s redundant use 


costs of its actions before it chooses the of population exposure to justify its actions 
least burdensome alternative.^® cannot stand. 


20. We thus reject the arguments made by the 
Natural Resources E>efense Council. Inc., and 
the Environmental Defense Fund, Inc., that the 
EPA’s decision can be justified because the EPA 
"relied on many serious risks that were under- 
stated or not quantified in the final rule." 
presented figures in which the "benefits are 
calculated only for a limited time period," and 
undcrcounted the risks to the general popula- 
tion from low-level asbestos expwsurc. In addi- 
tion, the intervenors argue that the EPA rejected 
using upper estimates, see 54 Fed. Reg. at 29,473, 
and that this court now should use the rejected 
limits as evidence to support the EPA. They 


thus would have us reject the upper limit con- 
cerns when they are not needed, but use them if 
necessary. 

We agree that these all are valid concerns that 
the EPA legitimately should take into account 
when considering regulatory action. What we 
disagree with, however, is the manner in which 
the EPA incorporated these concerns. By not 
using such concerns in its quantitative analysis, 
even where doing so was not difficult, and re- 
serving them as additional factors to buttress 
the ban, the EPA improperly transformed per- 
missible considerations into determinative 
factors. 
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3. 

Reasonable Basis. 

In addition to showing that its regulation 
is the least burdensome one necessary to 
protect the environment adequately, the 
EPA also must show that it has a reason- 
able basis for the regulation. 15 U.S.C. 

§ 2605(a). To some extent, our inquiry in 
this area mirrors that used above, for many 
of the methodological problems we have 
noted also indicate that the EPA did not 
have a reasonable basis. We here take the 
opportunity to highlight some areas of ad- 
ditional concern. 

[291 Most problematical to us is the 
EPA’s ban of products for which no substi- 
tutes presently are available. In these 
cases, the EPA bears a tough burden in- 
deed to show that under TSCA a ban is the 
least burdensome alternative, as TSCA ex- 
plicitly instructs the EPA to consider "the 
benefits of such subsUnce or mixture for 
various uses and the availability of substi- 
tutes for such uses.’* Id, § 2605(c)(1)(C). 
These words are particularly appropriate 
where the EPA actually has decided to ban 
a product, rather than simply restrict its 
use, for it is in these cases that the lack of 
an adequate substitute is most troubling 
under TSCA. 

As the EPA itself states, “[w]hen no 
information is available for a product indi- 
cating that cost-effective substitutes exist, 
the estimated cost of a product ban is very 
high." 54 Fed.Reg. at 29,468. Because of 
this, the EPA did not ban certain uses of 
asbestos, such as its use in rocket engines 
and battery separators. The EPA, how- 
ever, in several other instances, ignores its 
own arguments and attempts to justify its 
ban by stating that the ban itself will cause 
the development of low-cost, adequate sub- 
stitute products. 

[30] As a general matter, we agree 
with the EPA that a product ban can lead 
to great innovation, and it is true that an 
agency under TSCA, as under other regula- 
tory statutes, “is empowered to issue safe- 
ty standards which require improvements 
in existing technology or which require the 
development of new technology." Chrys- 


ler Cory. V. Department of Trayisp., 472 
F.2d 659, 673 (6th Cir.1972). As even the 
EPA acknowledges, however, when no ade- 
quate substitutes currently exist, the EPA 
cannot fail to consider this lack when for- 
mulating its own guidelines. Under TSCA, 
therefore, the EPA must present a strong- 
er case to justify the ban, as opposed to 
regulation, of products with no substitutes. 

We note that the EPA does provide a 
waiver provision for industries where the 
hoped-for substitutes fail to materialize in 
time. See 54 Fed.Reg, at 29,464. Under 
this provision, if no adequate substitutes 
develop, the EPA temporarily may extend 
the planned phase-out. 

The EPA uses this provision to argue 
that it can ban any product, regardless of 
whether it has an adequate substitute, be- 
cause inventive companies soon will devel- 
op good substitutes. The EPA contends 
that if they do not, the waiver provision 
will allow the continued use of asbestos in 
these areas, just as if the ban had not 
occurred at all. 

The EPA errs, however, in asserting that 
the waiver provision will allow a continua- 
tion of the status quo in those cases in 
which no substitutes materialize. By its 
own terms, the exemption shifts the burden 
onto the waiver proponent to convince the 
EPA that the waiver is justified. See id. 
As even the EPA acknowledges, the waiver 
only "may be granted by [the] EP.\ in very 
limited circumstances." Id. at 29,460. 

The EPA thus cannot use the waiver 
provision to lessen its burden when justify- 
ing banning products without existing sub- 
stitutes. While TSCA gives the EPA the 
power to ban such products, the EPA must 
bear its heavier burden of justifying its 
total ban in the face of inadequate substi- 
tutes. Thus, the agency cannot use its 
waiver provision to argue that the ban of 
products with no substitutes should be 
treated the same as the ban of those for 
which adequate substitutes are available 
now. 

[31] We also are concerned with the 
EPA’s evaluation of substitutes even in 
those instances in which the record shows 
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that they are available. The EPA explicitly 
rejects considering the harm that may flow 
from the increased use of products de- 
signed to substitute for asbestos, even 
where the probable substitutes themselves 
are known carcinogens. Id. at 29,481-83. 
The EPA justifies this by stating that it 
has "more concern about the continued use 
and exposure to asbestos than it has for 
the future replacement of asbestos in the 
products subject to this rule with other 
fibrous substitutes.” Id. at 29,481. The 
agency thus concludes that any ‘‘[rjegula- 
tory decisions about asbestos which poses 
well-recognized, serious risks should not be 
delayed until the risk of all replacement 
materials are fully quantified.” Id. at 29,- 
483. 

This presents two problems. First, 
TSCA instructs the EPA to consider the 
relative merits of its ban, as compared to 
the economic effects of its actions. The 
EPA cannot make this calculation if it fails 
to consider the effects that alternate sub- 
stitutes will pose after a ban. 

Second, the EPA cannot say with any 
assurance that its regulation will increase 
workplace safety when it refuses to evalu- 
ate the harm that will result from the 
increased use of substitute products. 
While the EPA may be correct in its conclu- 
sion that the alternate materials pose less 
risk than asbestos, we cannot say with any 
more assurance than that flowing from an 
educated guess that this conclusion is true. 

Considering that many of the substitutes 
that the EPA itself concedes will be used in 
the place of asbestos have known carcino- 
genic effects, the EPA not only cannot 
assure this court that it has taken the least 
burdensome alternative, but cannot even 
prove that its regulations will increase 
workplace safety. Eager to douse the dan- 
gers of asbestos, the agency inadvertently 
actually may increase the risk of injury 

21. This is not to say that an interested party can 
introduce just any evidence of a suspected car- 
cinogen or other toxin in its efforts to slow 
down a valid EPA regulation. The agency may, 
within its discretion, consider the probable mer- 
its of such dilatory tactics and act appropriately. 
Cf. National Grain ii Feed Ass'n, 866 F.2d at 734 
('‘[W}e do not require the agency to respond in 


Americans face. The EPA’s explicit failure 
to consider the toxicity of likely substitutes 
thus deprives its order of a reasonable ba- 
sis. Cf. American Petroleum Inst. v. 
OSHA, 581 F.2d 493, 504 (5th Cir.1978) (An 
agency is required to “regulate on the ba- 
sis of knowledge rather than the un- 
known.”). 

Our opinion should not be construed to 
state that the EPA has an affirmative duty 
to seek out and test every workplace sub- 
stitute for any product it seeks to regulate. 
TSCA does not place such a burden upon 
the agency. We do not think it unreason- 
able, however, once interested parties intro- 
duce credible studies and evidence showing 
the toxicity of workplace substitutes, or the 
decreased effectiveness of safety alterna- 
tives such as non-asbestos brakes, that the 
EPA then consider whether its regulations 
are even increasing workplace safety, and 
whether the increased risk occasioned by 
dangerous substitutes makes the proposed 
regulation no longer reasonable, In the 
words of the EPA’s own release that initi- 
ated the asbestos rulemaking, we direct 
that the agency consider the adverse health 
effects of asbestos substitute “for compari- 
son with the known hazards of asbestos ” 
so that it can conduct, as it promised in 
1979, a "balanced con.sideration of the envi- 
ronmental, economic, and social impact of 
any action taken by the agency,” 44 Fed. 
Reg. at 60,065 (1979). 

[321 In short, a death is a death, wheth- 
er occasioned by asbestos or by a toxic 
substitute product, and the EPA’s decision 
not to evaluate the toxicity of known car- 
cinogenic substitutes is not a reasonable 
action under TSCA. Once an interested 
party brings forth credible evidence sug- 
gesting the toxicity of the probable or only 
alternatives to a substance, the EPA must 
consider the comparative toxic costs of 
each.*' Its failure to do so in this ease thus 

detail to every imaginable proposal for tighter 
standards.'*). Where, however, the health risks 
of substitutes, such as non-asbestos brakes and 
polyvinyl chloride (PVC) pipe, are both plau- 
sible and known, the EPA must consider not 
only the probable costs of continued use of the 
product it is considering, but also the harm that 
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deprived its regulation of a reasonable ba- 
sis, at least in regard to those products as 
to which petitioners introduced credible evi- 
dence of the dangers of the likely substi- 
tutes.^2 

4. 

Unreasonable Risk of Injury. 

The final requirement the EPA must sat- 
isfy before engaging in any TSCA rulemak- 
ing is that it only take steps designed to 
prevent “unreasonable" risks. In evaluat- 
ing what is “unreasonable,” the EPA is 
required to consider the costs of any pro- 
posed actions and to “carry out this chap- 
ter in a reasonable and prudent manner 
[after considering] the environmental, eco- 
nomic, and social impact of any action.” 15 
U.S.C. § 2601(c). 

[33] As the District of Columbia Circuit 
stated when evaluating similar language 
governing the Federal Hazardous Sub- 
stances Act, ‘'[t]he requirement that the 
risk be ‘unreasonable’ necessarily involves 
a balancing test like that familiar in tort 
law: The regulation may issue if the sever- 
ity of the injury that may result from the 
product, factored by the likelihood of the 
injury, offsets the harm the regulation it- 
self imposes upon manufacturers and con- 
sumers.” Forester v. CPSC, 559 F.2d 774, 
789 (D.C.Cir.l977). We have quoted this 
language approvingly when evaluating oth- 
er statutes using similar language. See, 
e.g., Aqua Slide, 569 F.2d at 839. 

That the EPA must balance the costs of 
its regulations against their benefits fur- 
ther is reinforced by the requirement that 
it seek the least burdensome regulation. 
While Congress did not dictate that the 
EPA engage in an exhaustive, full-scale 
cost-benefit analysis, it did require the EPA 
to consider both sides of the regulatory 
equation, and it rejected the notion that the 

would follow from its regulation and increased 
use of an aliernate, harmful product. 

22. We note that at least part of the EPA's argu- 
ments rest on the assumption that regulation 
will not work because the federal government 
will not adequately enforce any workplace stan- 
dards that the EPA might promulgate. This is 
an improper assumption. The EPA should as- 


EPA should pursue the reduction of work- 
place risk at any cost. See American Tex- 
tile M/rs. Inst., 452 U.S. at 510 n. 30, 101 
S.Ct. at 2491 n. 30 (“unreasonable risk" 
statutes require “a generalized balancing 
of costs and benefits” (citing Aqua Slide, 
569 F.2d at 839)). Thus, “Congress also 
plainly intended the EPA to consider the 
economic impact of any actions taken by it 
under ... TSCA.” Chemical Mfrs. A.w’n, 
899 F.2d at 348. 

Even taking all of the EPA's figures as 
true, and evaluating them in the light most 
favorable to the agency's decision (non-dis- 
counted benefits, discounted costs, analo- 
gous exposure estimates included), the 
agency’s analysis results in figures as high 
as $74 million per life saved. For example, 
the EPA states that its ban of asbestos 
pipe will save three lives over the next 
thirteen years, at a cost of $128-227 million 
($43-76 million per life saved), depending 
upon the price of substitutes; that its ban 
of asbestos shingles will cost $23-34 mil- 
lion to save 0.32 statistical lives ($72-106 
million per life saved); that its ban of as- 
bestos coatings will cost $46-181 million to 
save 3.33 lives ($14-54 million per life 
saved); and that its ban of asbestos paper 
products will save 0.60 lives at a cost of $4- 
5 million ($7-8 million per life saved). See 
54 Fed. Reg. at 29,484-85. Were the analo- 
gous exposure estimates not included, the 
cancer risks from substitutes such as duc- 
tile iron pipe factored in, and the benefits 
of the ban appropriately discounted from 
the time of the manifestation of an injury 
rather than the time of exposure, the costs 
would shift even more sharply against the 
EPA’s position. 

While we do not sit as a regulatory agen- 
cy that must make the difficult decision as 
to what an appropriate expenditure is to 
prevent someone from incurring the risk of 

sume reasonable eft'orls by ihe government to 
implement its own regulations. A governmen- 
tal agency cannot point to how poorly the 
government will implement regulations as a rea- 
son to reject regulation. Rather, the solution to 
poor enforcement of regulations is better en- 
forcement, not more burdensome alternative so- 
lutions under TSCA. 
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an asbestos-related death, we do note that 
the EPA, in its zeal to ban any and all 
asbestos products, basically ignored the 
cost side of the TSCA equation. The EPA 
would have this court believe that Con- 
gress, when it enacted its requirement that 
the EPA consider the economic impacts of 
its regulations, thought that spending 
$200-300 million to save approximately sev- 
en lives (approximately $30-40 million per 
life) over thirteen years is reasonable. 

As we stated in the OSHA context, until 
an agency “can provide substantial evi- 
dence that the benefits to be achieved by [a 
regulation] bear a reasonable relationship 
to the costs imposed by the reduction, it 
cannot show that the standard is reason- 
ably necessary to provide safe or healthful 
workplaces.” American Petroleum Inst, 
581 F.2d at 504. Although the OSHA stat- 
ute differs in major respects from TSCA, 
the statute does require substantial evi- 
dence to support the EPA’s contentions 
that its regulations both have a reasonable 
basis and are the least burdensome means 
to a reasonably safe workplace. 

The EPA’s willingness to argue that 
spending $23.7 million to save less than 
one-third of a life reveals that its economic 
review of its regulations, as required by 
TSCA, was meaningless. As the petition- 
ers’ brief and our review of EPA caselaw 
reveals, such high costs are rarely, if ever, 
used to support a safety regulation. If we 
were to allow such cavalier treatment of 
the EPA’s duty to consider the economic 
effects of its decisions, we would have to 
excise entire sections and phrases from the 

23. See Environmental Defense Fund, 636 F.2d at 
1275 n. 17 ("[Wle must construe the statute ’so 
that no provision will be inoperative or super- 
fluous’ ” (quoting Motor & Equip. Mfrs. Ass'n v. 
EPA, 627 F.2d 1095, 1108 (D.C.Cir.l979). cert, 
denied. 446 U.S. 952, 100 S.Ct. 2917, 64 L.Ed.2d 
808 (1980))); see also Old Colony R.R. v. Com- 
missioner. 284 U.S. 552, 560, 52 S.Cl. 211, 213, 
76 L.Ed. 484 (1932) (in interpreting statutory 
language, "the plain, obvious and rational mean- 
ing of a statute is to be preferred to any curious, 
narrow, hidden sense"). 

As the petitioners point out. the EPA regularly 
rejects, as unjustified, regulations that would 
save more lives at less cost. For example, over 
the next 13 years, we can expect more than a 
dozen deaths from ingested toothpicks — a death 


language of TSCA. Because we are 
judges, not surgeons, we decline to do so.^^ 

V. 

Substantial Evidence Regarding Least 
Burdensome, Adequate 
Regulation. 

TSCA provides that a reviewing court 
“shall hold unlawful and set aside” a final 
rule promulgated under section 6(a) “if the 
court finds that the rule is not supported 
by substantial evidence in the rulemaking 
record . . . taken as a whole.” 15 U.S.C. 
§ 2618(c)(lKB)(i). The substantial evidence 
standard “afford[s] a considerably more 
generous judicial review” than the arbi- 
trary or capricious test, Abbott Laborato- 
ries. 387 U.S- at 143, 87 S.Ct. at 1513, and 
“imposes a considerable burden on the 
agency and limits its discretion in arriving 
at a factual predicate.” Mobil Oil Corp. v. 
FPC, 483 F,2d 1238, 1258 (D.C.Cir,1973). 

134J We have declared that the EPA 
must articulate an “understandable basis” 
to support its TSCA action with respect to 
each substance or application of the sub- 
stance banned. Chemical Mfrs. Ass % 899 
F.2d at 357. To make a finding of unrea- 
sonable risk based upon this assessment, 
the “EPA must balance the probability that 
harm will occur from the activities against 
the effects of the proposed regulatory ac- 
tion on the availability to society of the 
benefits of asbestos.” 54 Fed. Reg. at 29,- 
467. With these edicts in mind, we now 
examine each product against the TSCA 
criteria.^^ 

loll more than twice what the EPA predicts will 
flow from ihe quarter-billion-dollar bans of as- 
bestos pipe, shingles, and roof coalings. See L. 
Budnick, Toothpick-Related Injuries in the Unit- 
ed States, 1979 Through 1962, 252 J. Am. Med. 
Ass'n. Aug. 10. 1984, al 796 (study showing that 
toothpick-related deaths average approximately 
one per year). 

24. In large part, our analysis draws upon our 
general discussion already concluded. Where 
necessary, however, we develop specific themes 
more appropriately addressed in the context of 
a specific product. The EPA on subsequent 
review should consider these specific comments 
as applicable to its procedures dealing with oth- 
er products, where necessary. In other words, 
presenting a concern in the context of one 
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A. 

Friction Products. 

[35] We begin our analysis with the 
EPA’s ban of friction products, which con- 
stitutes the lion's share of the proposed 
benefits of the asbestos regulation — nearly 
three-fourths of the anticipated asbestos 
deaths. The friction products in question, 
although primarily made up of drum and 
disk brakes, also include brake blocks and 
other friction products. 

Workers are exposed to asbestos during 
the manufacture, use, repair, and disposal 
of these products. The EPA banned most 
of these products with a stage 2 ban, which 
would require companies to cease manufac- 
turing or importing the products by Au- 
gust 25, 1993, with distribution to end one 
year later. The final stage 3 ban would 
han any remaining friction products on Au- 
gust 26, 1996, with distribution again ceas- 
ing one year later. See id. at 29,461-62. 

We note that of ail the asbestos bans, the 
EPA did the most impressive job in this 
area, both in conducting its studies and in 
supporting its contention that banning as- 
bestos products would save over 102 dis- 
counted lives. Id. at 29,485. Furthermore, 
the EPA demonstrates that the population 
exposure to asbestos in this area is great, 
while the estimated cost of the measure is 
low, at least in comparison to the cost-per- 
life of its other bans. Were the petitioners 
only questioning the EPA's decision to ban 
friction products based upon disputing 
these figures, we would be tempted to up- 
hold the EPA, even in the face of petition- 
ers’ arguments that workplace exposure to 
friction product asbestos could be de- 
creased by as much as ninety percent using 
stricter workplace controls and in light of 
studies supporting the conclusion that 
some forms of asbestos present less dan- 

product, we do not mean to imply that it arises 
only in that area. 

25 . One of the study’s authors, Mr. Anderson, 
submitted written testimony that the “replace- 
menl/substitution of asbestos-based with non- 
asbestos brake linings will produce grave risks" 
and that "the expected increase of skid-related 
highway accidents and resultant traffic deaths 
would certainly be expected to overshadow any 


ger. Decisions such as these are better 
left to the agency’s expertise. 

Such expertise, however, is not a univer- 
sal talisman affording the EPA unbridled 
latitude to act as it chooses under TSCA. 
What we cannot ignore is that the EPA 
failed to study the effect of non-asbestos 
brakes on automotive safety, despite credi- 
ble evidence that non-asbestos brakes could 
increase significantly the number of high- 
way fatalities, and that the EPA failed to 
evaluate the toxicity of likely brake substi- 
tutes. As we already mentioned, the EPA, 
in its zeal to ban asbestos, cannot overlook, 
with only cursory study, credible conten- 
tions that substitute products actually 
might increase fatalities. 

The EPA commissioned an American So- 
ciety of Mechanical Engineers (ASME) 
study that concluded that while more re- 
search was needed, it appeared that many 
of the proposed substitutes for friction 
products are not, and will, not soon be 
available, especially in the replacement 
brake market, and that the substitutes may 
or may not assure safety.” Despite this 
credible record evidence, by a study specifi- 
cally commissioned by the EPA, that sub- 
stitute products actually might cause more 
deaths than those asbestos deaths predict- 
ed by the EPA, the agency did not evaluate 
the dangers posed by the substitutes, in- 
cluding cancer deaths from the other fibers 
used and highway deaths occasioned by 
less effective, non-asbestos brakes. This 
failure to examine the likely consequence 
of the EPA’s regulation renders the ban of 
asbestos friction products unreasonable. 

This failure would be of little moment, 
were the relevant market confined to origi- 
nal equipment disk brakes and pads. For 
these original equipment brakes, it appears 
that manufacturers already have developed 
safe substitute.s for asbestos, considering 

potential health-related benefits of fiber substi- 
tution." The ASME report itself concludes only 
that "(i]f the eventual elimination of all asbestos 
in friction products is to be accomplished, addi- 
tional future studies are required." This is an 
insufTicient basis upon which to support the 
EPA's judgment that non-asbeslos brakes are 
just a.s .safe as asbestos brakes. 
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that nearly all new vehicles come with non- 
asbestos disk brakes, with non-asbestos 
drum brakes apparently soon to follow. 
See id. at 29,493. The ASME Report con- 
cluded that “at the present rate of techno- 
logical progress, most new passenger cars 
could be equipped with totally non-asbestos 
frictional systems by 1991, and most light 
trucks and heavy trucks with S-cam 
brakes, by 1992.” See id. at 29,494. 

Although the petitioners dispute the evi- 
dence, we find particularly telling the fact 
that manufacturers already are producing 
most vehicles with newly designed, non- 
asbestos brakes. The ban of asbestos 
brakes for these uses here appears reason- 
able and, had the EPA taken the proper 
steps to consider and reject the less bur- 
densome alternatives, we might find the 
ban of these products supported by sub- 
stantial evidence. 

With respect to the aftermarket replace- 
ment market, however, the EPA’s failure 
to consider the safety ramifications of its 
decisions is problematic. Original equip- 
ment, non-asbestos brakes are designed 
from the start to work without the superior 
insulating properties of asbestos. The re- 
placement market brakes, on the other 
hand, were designed with a.sbestos, rather 
than substitutes, in mind. As the EPA 
itself states, “[cjommenters generally 
agreed that it is easier to develop replace- 
ment asbestos-free friction materials for 
use in vehicles that are intentionally de- 
signed to use such materials than it is to 
develop asbestos-free friction materials for 
use as after-market replacement products 
in vehicles currently in use that have brake 
systems designed to use asbestos.” Id. 
Because of these difficulties, the EPA de- 
cided to use a stage 3 ban for replacement 
brakes. 

Despite acknowledging the difficulty of 
retrofitting current asbestos brake.s, how- 
ever, the EPA decided that the problem 
with non-asbestos brakes was not that they 
are inferior, but that they are less safe 
because the government does not regulate 
them. Based upon this conclusion, the 
EPA decided that it need not consider the 
safety of alternative brakes because, after 
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consultation with the National Highway 
Traffic Safety Administration (NHTSA), 
the EPA concluded that regulation of non- 
asbestos brakes soon would be forthcom- 
ing. Id. 

This determination is insufficient to dis- 
charge the EPA’s duties under TSCA. The 
EPA failed to settle whether alternative 
brakes will be as safe as current brakes, 
even though, by its own admission, the 
"EPA also acknowledges that a ban on 
asbestos in the brake friction product cate- 
gories may increase the uncertainty about 
brake performance." Id. at 29,495. The 
EPA contend.s that it can rely upon 
NHTSA to discharge its regulatory bur- 
dens, but it ignores the fact that the prob- 
lem with non-asbestos brakes may be tech- 
nical, rather than regulatory, in nature. 

Future consideration by the NHTSA can- 
not support a present ban by the EPA 
when the record contains conflicting and 
non-conclusive evidence regarding the safe- 
ty of non-asbestos brake replacement 
parts. After being presented with credible 
evidence "that a ban on asbestos use in the 
aftermarket for brake systems designed 
for asbestos friction products will compro- 
mise the performance of braking systems 
designed for asbestos brakes," id. at 29,- 
494, the EPA under TSCA had to consider 
whether its proposed ban not only was 
reasonable, but also whether the increased 
deaths caused by less efficient brakes 
made the ban of asbestos in the replace- 
ment brake market unreasonable. 

In short, while it is apparent that non- 
asbestos brake products either are avail- 
able or soon will be available on new ve- 
hicles, there is no evidence indicating that 
forcing consumers to replace their asbestos 
brakes with new' non-asbestos brakes as 
they wear out on their present vehicles will 
decrease fatalities or that such a ban will 
produce other benefits that outweigh its 
costs. Furthermore, many of the EPA’s 
own witnesses conceded on cross-examina- 
tion that the non-asbestos fibrous substi- 
tutes also pose a cancer risk upon inhala- 
tion, yet the EPA failed to examine in more 
than a cursory fashion the toxicity of these 
alternatives. Under these circumstances. 
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the EPA has failed to support its ban with 
the substantial evidence needed to provide 
it with a reasonable basis. 

Finally, as we already have noted, the 
structure of TSCA requires the EPA to 
consider, and reject, the less burdensome 
alternatives in the TSCA hierarchy before 
it can invoke its power to ban a product 
completely. It may well be true, as the 
EPA contends, that workplace controls are 
insufficient measures under TSCA and that 
only a ban will discharge the EPA's TSCA- 
imposed duty to seek the safest, reasonable 
environment. The EPA's failure to consid- 
er the regulatory alternatives, however, 
cannot be substantiated by conclusory 
statements that regulation would be insuf- 
ficient. See Texas Indep. Ginners Ass'n v. 
Marshall, 630 F.2d 398, 411-12 (5th Cir. 
1980); Aqua Slide, 569 F.2d at 843. We 
thus conclude that while the EPA may 
have presented sufficient evidence to un- 
derpin the dangers of asbestos brakes, its 
failure to consider whether the ban is the 
least burdensome alternative, and its refus- 
al to consider the toxicity and danger of 
substitute brake products, in regard to 
both highway and workplace safety, de- 
prived its regulation of the reasonable ba- 
sis required by TSCA. 

B. 

Asbestos-Cement Pipe Products. 

[36] The EPA’s analysis supporting its 
ban of asbestos-cement (A/C”) pipe is more 
troublesome than its action in regard to 
friction products. Asbestos pipe primarily 
is used to convey water in mains, sewage 
under pressure, and materials in various 
industrial process lines. Unlike most uses 
of asbestos, asbestos pipe is valued primar- 
ily for its strength and resistance to corro- 
sion, rather than tor its heat-resistant qual- 
ities. The EPA imposed a stage 3 ban on 
asbestos pipe. 54 Fed. Reg. at 29,462. 

Petitioners question EPA’s cost/benefit 
balancing, noting that by the EPA’s own 
predictions, the ban of asbestos pipe will 
save only 3-4 discounted lives, at a cost 

26. In this case, the EPA extrapolated data re- 
garding asbestos exposure during installatioit of 
asbestos pipe products and estimated, by formu- 


ranging from 3128-227 million ($43 76 mil- 
lion per life saved), depending upon the 
price of substitutes. Id. at 29,484. Fur- 
thermore, much of EPA’s data regarding 
this product and others depends upon data 
received from exposures observed during 
activities similar to the ones to be regulat- 
ed_the “analogous exposure” analysis 
that the EPA adopted subsequent to the 
public comment period, which thus was not 
subjected to cross-examination or other 
critical testing.’^® Finally, the petitioners 
protest that the EPA acted unreasonably 
because the most likely substitutes for the 
asbestos pipe, PVC and ductile iron pipe, 
also contain known carcinogens. 

Once again we are troubled by the EPA s 
methodology and its evaluation of the sub- 
stitute products. Many of the objections 
raised by the asbestos cement pipe produc- 
ers are general protests about the EPA’s 
studies and other similar complaints. We 
will not disturb such agency inquiries, as it 
is not our role to delve into matters better 
left for agency expertise. We do, however, 
examine the EPA's methodology in places 
to determine whether it has presented sub- 
stantial evidence to support its regulation. 

As with friction products, the EPA re- 
fused to assess the risks of substitutes to 
asbestos pipe. Id. at 29,497-98. Unlike 
non-asbestos brakes, which the EPA con- 
tends are safe, the EPA here admits that 
vinyl chloride, used in PVC, is a human 
carcinogen that is especially potent during 
the manufacture of PVC pipe. As for the 
EPA’s defense of the ductile iron pipe sub- 
stitute, the EPA also acknowledges evi- 
dence that it will cause cancer deaths but 
rejects these deaths as overestimated, even 
though it can present no more support for 
this assumption than its owm ipse dixit. 

The EPA presented several plausible, al- 
beit untested, reasons why PVC and ductile 
iron pipe might be less of a health risk than 
asbestos pipe. It did not, however, actual- 
ly evaluate the health risk flowing from 
these substitute products, even though the 

la, how often workers would be exposed to 

asbestos during repair and disposal. 
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“EPA acknowledges that the individual 
lifetime cancer risk associated with the pro- 
duction of PVC may be equivalent to that 
associated with the production of A/C 
pipe.” Id. at 29,497. The agency concedes 
that “[t]he population cancer risk for the 
production of ductile iron pipe could be 
comparable to the population cancer risk 
for production of A/C pipe.” Id. 

It was insufficient for the EPA to con- 
clude that while its data showed that “the 
number of cancer cases associated with 
production of equivalent amounts of ductile 
iron pipe and A/C pipe ‘may be similar,’ the 
estimate of cancer risk for ductile iron pipe 
‘is most likely an overestimate,' ” see 54 
Fed.Reg. at 29,498, unless the agency can 
present something more concrete than Its 
own speculation to refute these earlier iron 
pipe cancer studies. Musings and conjec- 
ture are “not the stuff of which substantial 
evidence is made,” Aqua Slide, 569 F.2d at 
843, and “[ujnarticulated reliance on Com- 
mission 'experience' may satisfy an ‘arbi- 
trary, capricious’ standard of review, but it 
does not add one jot to the record evi- 
dence.” Id. at 841-42 (citations omitted). 
"While expert opinion deserves to be heed- 
ed, it must be based on more than casual 
observation and speculation, particularly 
where a risk of fatal injury is being evalu- 
ated.” Id. These concerns are of special 
note where the increased carcinogen risk 
occasioned by the EPA’s proposed substi- 
tutes is both credible and known. 

This conclusion only is strengthened 
when we consider the EPA's failure to ana- 
lyze the health risks of PVC pipe, the most 
likely substitute for asbestos pipe, which 
the EPA concedes poses a cancer risk sim- 
ilar to that presented by asbestos pipe. 
The failure of the EPA to make a record 
finding on the risks of PVC pipe is particu- 
larly inexplicable, as the EPA already is 
studying increasing the stringency of PVC 
regulation in separate rulemaking proceed- 
ings, an action that one of the very inter- 
venors in the instant case has been urging 
for years. See NRDC v. EPA, 824 F.2d 
1146, 1148-^9 (D.C.Cir.l987) (en banc). 

The EPA, in these separate proceedings, 
has estimated the cancer risk from PVC 
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plants to be as high as twenty deaths per 
year, a death rate that stringent controls 
might be able to reduce to one per year, 
see id. at 1149, far in excess of the frac- 
tions of a life that the asbestos pipe ban 
may save each year, by the EPA 's own 
calculations. Considering that the EPA 
concedes that there is no evidence showing 
that ingested, as opposed to inhaled, as- 
bestos is a health risk, while the EPA’s 
own studies show that ingested vinyl chlo- 
ride is a significant cancer risk that could 
cause up to 260 cancer deaths over the next 
thirteen years, see id.; 54 Fed.Reg. at 29,- 
498, the EPA’s failure to consider the risks 
of substitute products in the asbestos pipe 
area is particularly troublesome. The 
agency cannot simply choose to note the 
similar cancer risks of asbestos and iron 
pipe and then reject the data underpinning 
the iron and PVC pipe without more than 
its own conclusory statements. 

We also express concern with the EPA’s 
cavalier attitude toward the use of its own 
data. The asbestos pipe industry argues 
that the exposure times the EPA used to 
calculate its figures are much higher than 
experience would warrant, a contention 
that the EPA now basically concedes. 
Rather than recalculate its figures, how- 
ever, based upon the best data available to 
it, the EPA merely responds that while the 
one figure may be too high, it undoubtedly 
underestimated the exposure levels, be- 
cause contractors seldom comply with 
OSHA regulations. In the words of its 
brief, ‘Tt]hus, EPA concluded that its esti- 
mates contain both over- and underesti- 
mates, but nevertheless represented a rea- 
sonable picture of aggregate exposure," 

The EPA is required to support its analy- 
sis with substantial evidence under TSCA. 
When one figure is challenged, it cannot 
back up its position by changing an un- 
related figure to yield the same result. 
Allowing such behavior would require us 
only to focus on the final numbers provided 
by an agency, and to ignore how it arrives 
at that number. Because a conclusion is no 
better than the methodology used to reach 
it, such a result cannot survive the substan- 
tial evidence test. 



1228 


947 FEDERAL REPORTER, 2d SERIES 


Finally, we once again note that the EPA 
failed to discharge its TSCA-mandated bur- 
den that it consider and reject less burden- 
some alternatives before it impose a more 
burdensome alternative such as a complete 
ban, The EPA instead jumped immediately 
to the ban provision, without calculating 
whether a less burdensome alternative 
might accomplish TSCA’s goals. See 54 
Fed.Reg. at 29,489. We therefore conclude 
that the EPA failed to present substantial 
evidence to support its ban of asbestos 
pipe. 

C. 

Gaskets, Roofing, Shingles, 
and Paper Products. 

We here deal with the remaining prod- 
ucts affected by the EPA ban. Petitioners 
challenge the basis for the EPA’s finding 
that beater-add and sheet gaskets, primari- 
ly used in automotive parts, should be 
banned. The agency estimated its ban 
would save thirty-two lives over a thirteen- 
year time span, at an overall cost of $207- 
263 million {$6-8 million per life saved). 
Id. at 29,484. 

We have little to add in this area, beyond 
our general discussion and comments on 
other products, apart from a brief highlight 
of the EPA's use of analogous exposure 
data to support its gasket ban. For these 
products, the analogous exposure estimate 
constituted almost eighty percent of the 
anticipated total benefits — a proportion so 
large that the EPA's duty to give interest- 
ed parties notice that it intended to use 
analogous exposure estimates was particu- 
larly acute.^^ Considering some of the 
EPA’s support for its analogous exposure 
estimates — such as Its assumption that 
none of the same workers who install beat- 
er-add and sheet gaskets ever is involved in 
repairing or disposing of them, and the 
unexplained discrepancy between its 
present conclusion that over 50,000 work- 
ers are involved in this area and its 1984 
estimate that only 768 workers are in- 

27. The EPA estimates drop from 32.24 discount- 
ed lives to 6.68 discounted lives without the 


volved in “gasket removal and installa- 
tion,” see 51 Fed.Reg. 22,612, 22,665 
(1986) — the petitioners’ complaint that they 
never were afforded the opportunity to 
comment publicly upon these figures, or to 
cross-examine any EPA witnesses regard- 
ing them, is particularly telling. 

[37] The EPA also banned roof coat- 
ings, roof shingles, non-roof coatings, and 
asbestos paper products. Again, we have 
little to add beyond our discussions already 
concluded, especially regarding TSCA’s re- 
quirement that the EPA always choose the 
least burdensome alternative, whether it be 
workplace regulation, labeling, or only a 
partial ban. We note, however, that in 
those cases in which a complete ban would 
save less than one statistical life, such as 
those affecting asbestos paper products 
and certain roofing materials, the EPA has 
a particular need to examine the less bur- 
densome alternatives to a complete ban. 

Where appropriate, the EPA should con- 
sider our preceding discussion as applicable 
to their bans of these products. By follow- 
ing the dictates of Chemical Mfrs. Ass'n, 
899 F.2d at 359, that the quantities of the 
regulated chemical entering into the envi- 
ronment be “substantial,” and that the hu- 
man exposure to the chemical also must be 
“substantial” or “significant,” as well as 
our concerns expressed in this opinion, the 
EPA should be able to determine the prop- 
er procedures to follow on its reconsidera- 
tion of its rule and present the cogent 
explanation of its actions as required under 
Chemical Manufacturers Association. 

D. 

Ban of Products Not Being Produced 
in the United States. 

Petitioners also contend that the EPA 
overstepped TSCA’s bounds by seeking to 
ban products that once were, but no longer 
are, being produced in the United States. 
We find little merit to this claim, consider- 
ing that sections 5 and 6 of TSCA allow the 
EPA to ban a product “that presents or 

analc^ous expasure data. 
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ivill present” a significant risk. (Empha- 
sis added.) 

Although petitioners correctly point out 
that the value of a product not being pro- 
duced is not zero, as it may find some 
future use, and that the EPA here has 
banned items where the estimated risk is 
zero, this was not error on the part of the 
EPA. The numbers appear to favor peti- 
tioners only because even products with 
known high risks temporarily show no risk 
because they are not part of this country's 
present stream of commerce. This would 
soon change if the product returned, which 
is precisely what the EPA is trying to 
avoid. 

Should some unlikely future use arise for 
these products, the manufacturers and im- 
porters have access to the waiver provision 
established by the EPA for just these con- 
tingencies. Under such circumstances, we 
will not disturb the agency’s decision to 
ban products that no longer are being pro- 
duced in or imported into the United States. 

[38] Similarly, we also decide that the 
EPA properly can attempt to promulgate a 
“clean up” ban under TSCA, providing it 
takes the proper steps in doing so. A 
clean-up ban, like the asbestos ban in this 
case, seeks to ban all uses of a certain toxic 
substance, including unknown, future uses 
of the substance. Although there is some 
merit to petitioners’ argument that the 
EPA cannot possibly evaluate the costs and 
benefits of banning unknown, uninvented 
products, we hold that the nebulousness of 
these future products, combined with 
TSCA’s language authorizing the EPA to 
ban products that “will” create a public 
risk, allows the EPA to ban future uses of 
asbestos even in products not yet on the 
market. 

E. 

Fundamental EPA Choices. 

Finally, we note that there are many 
other issues raised by petitioners, such as 
the EPA’s decision to treat all types of 
asbestos the same, its conclusion that vari- 
ous lengths of fibers present similar toxic 
risks, and its decision that asbestos 


presents similar risks even in different in- 
dustries. See generally 54 Fed. Reg. at 
29,470-71 (detailing differences in potency 
of chrysotile and other forms of asbestos 
and toxicity of various fiber lengths). We 
mention these concerns now only to reject 
them. 

On these, and many similar points, the 
petitioners merely seek to have us reevalu- 
ate the EPA’s initial evaluation of the evi- 
dence. W^hile we can, and in this opinion 
do, question the agency’s reliance upon 
flawed methodology and its failure to con- 
sider factors and alternatives that TSCA 
explicitly requires it to consider, we do not 
sit as a regulatory agency ourselves. Deci- 
sions such as the EPA’s decision to treat 
various types of asbestos as presenting 
similar health risks properly are better left 
for agency determination and, while the 
EPA is free to reconsider its data should it 
so choose when it revisits this area, it also 
is free to adopt similar reasoning in the 
future. 

VI. 

Conclusion. 

In summary, of most concern to us is 
that the EPA has failed to implement the 
dictates of T^CA and the prior decisions of 
this and other courts that, before it impose 
a ban on a product, it first evaluate and 
then reject the less burdensome alterna- 
tives laid out for it by (ingress. While the 
EPA spent much time and care crafting its 
asbestos regulation, its explicit failure to 
consider the alternatives required of it by 
Congress deprived its final rule of the rea- 
sonable basis it needed to survive judicial 
scrutiny. 

Furthermore, the EPA’s adoption of the 
analogous exposure estimates during the 
final weeks of its rulemaking process, after 
public comment was concluded, rather than 
during the ten years during which it was 
considering the asbestos ban, was unrea- 
sonable and deprived the petitioners of the 
notice that they required in order to 
present their own evidence on the validity 
of the estimates and its data bases. By 
depriving the petitioners of their right to 
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cross-examine EPA witnesses on method- 
ology and data used to support as much as 
eighty percent of the proposed benefits in 
some areas, the EPA also violated the dic- 
tates of TSCA. 

Finally, the EPA failed to provide a rea- 
sonable basis for the purported benefits of 
its proposed rule by refusing to evaluate 
the toxicity of likely substitute products 
that will be used to replace asbestos goods. 
While the EPA does not have the duty 
under TSCA of affirmatively seeking out 
and testing all possible substitutes, when 
an interested party comes forward with 
credible evidence that the planned substi- 
tutes present a significant, or even greater, 
toxic risk than the substance in question, 
the agency must make a formal finding on 
the record that its proposed action still is 
both reasonable and warranted under 
TSCA. 

We regret that this matter must continue 
to take up the valuable time of the agency, 
parties and, undoubtedly, future courts. 
The requirements of TSCA. however, are 
plain, and the EPA cannot deviate from 
them to reach its desired result. We there- 
fore GRANT the petition for review, VA- 
CATE the EPA’s proposed regulation, and 
REMAND to the EPA for further proceed- 
ings in light of this opinion.*** 

On Petition for Review of a Rule of the 
Environmental Protection Agency. 

ON MOTION FOR CLARIFICATION 

Before BROWN. SMITH, and WIENER, 
Circuit Judges. 

PER CURIAM: 

139] Respondents, the Environmental 
Protection Agency (EPA) and William K. 
Reilly, seek a clarification of the status of 
the phase 1, or stage 1, provisions in the 
challenged rule, which provisions ban, ef- 
fective August 27, 1990, the manufacture. 
Importation, and processing of asbestos- 
containing corrugated and flat sheet, as- 
bestos clothing, flooring felt, pipeline wrap, 
roofing felt, and vinyl/asbestos floor tile, 
and any new uses of asbestos. See 40 
C.F.R. §§ 763.16o(a)-.l67(a). The rule also 
requires labeling of phase 1 products after 

28. Pursuant to the Internal Operating Proce- 
dures accompanying Fifth Cir.Loc.R. 47. Judge 


August 27, 1990, see id. § 763.171(a), and 
prohibits the distribution in commerce of 
such products after August 27, 1992, see 
id. § 763.169(a). See Corrosion Proof Fit- 
tings V. EPA, 947 F.2d 1201, 1208 & n. 2 
(5th Cir.1991). 

Respondents assert that the clarification 
is needed because, in part V.D of our opin- 
ion, id. at 1228-29, w'e have held that the 
EPA may “ban products that once were, 
but no longer are, being produced in the 
United States," Thus, the motion seeks 
clarification of the status of any products 
that still were being manufactured, import- 
ed, or processed on July 12, 1989, which is 
the date on which the final rule was issued, 
see 54 P'ed.Reg. 29,459 (1989), but which no 
longer were being manufactured, imported, 
or processed, as a result of the phase 1 
ban, on the date of our opinion, which is 
October 18. 1991. 

The motion for clarification is GRANT- 
ED. The holding in part V.D of our opin- 
ion applies only to products that were not 
being manufactured, imported, or pro- 
cessed on July 12, 1989, the date of the 
rule’s promulgation, To the extent, if any, 
that there is doubt as to whether particular 
products are in that category, the EPA 
may resolve the factual dispute on remand. 



G.W. GREEN, Petitioner-Appellant. 


James A. COLLINS. Director, Institution- 
al Division Texas Department of Crimi- 
nal Justice, RespondenU-Appellee. 

No. 91-6203. 

United States Court of Appeals, 

Fifth Circuit. 

Nov. 9, 1991. 


Defendant’s capital murder conviction 
and death sentence were affirmed by the 

Brown rescrvc.s the right to file a separate opin- 
ion. 


Mr. Gowdy. Next we are pleased to welcome Mr. Noel Francisco. 
I hope I pronounced it somewhat close to being correct. Mr. Fran- 
cisco leads the government regulation practice at Jones Day. Prior 
to joining Jones Day, Mr. Francisco served as the deputy assistant 
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attorney general in the Department of Justice Office of Legal Coun- 
sel and as associate counsel to the President of the United States. 
Mr. Francisco earned a B.A. In economics from the University of 
Chicago. He also earned his J.D. From the University of Chicago 
with high honors. He clerked for Judge Luttig on the United States 
Court of Appeals for the fourth circuit in Richmond and for Justice 
Scalia on the Supreme Court of the United States. At Jones Day, 
Mr. Francisco regularly interacts with administrative agencies at 
every step of the regulatory process. He knows from personal expe- 
rience how the Administrative Procedure Act works and how it 
does not work. And we look forward to his insights. With that, wel- 
come, Mr. Francisco. 

TESTIMONY OF NOEL J. FRANCISCO, ESQ., JONES DAY LLP 

Mr. Francisco. Thank you, Mr. Chairman and Members of the 
Subcommittee. It is an honor to appear before you today to discuss 
the important issue of judicial review of agency action. 

In the modern administrative state, it is necessary for courts to 
defer to agencies’ interpretation and implementation of laws passed 
by Congress. In complex regulatory regimes. Congress simply can- 
not anticipate every problem that may arise, nor can courts be ex- 
pected to fill the policy gaps. That is the role of the agencies. 

Rigorous judicial oversight, however, is also required, for if judi- 
cial deference goes too far, we risk undermining the basic structure 
of our system of government. Take, for example, a common feature 
of the modern administrative state. At the front end. Congress 
passes a broad and open-ended law. Agencies then fill in the gaps 
through implementing regulations. This is no ministerial function. 
In these implementing regulations, the agencies are not just inter- 
preting a broad law. In addition, they are making fundamental pol- 
icy choices similar to those made by this body every day. Then at 
the back end, courts largely defer to the agencies’ interpretation 
and implementation of broad law. As a result, we see the agencies 
not only executing the law, which is their primary function, but 
also both making and interpreting the law through their imple- 
menting regulations. 

The primary check on this agency discretion is judicial review. It 
is the judiciary’s job to ensure that the agency’s policy choices ulti- 
mately reflect those made by this body, the Congress, in the origi- 
nal legislation. The point here, of course, is not judicial power. 
Rather, the court’s role in this process is to protect Congress’ power 
by ensuring that at the end of the day, the agency’s policy choices 
reflect Congress’ policy choices. And if courts accord agencies too 
much discretion, then we remove this fundamental check and the 
result is an undue concentration in the executive branch of all 
three powers of our national government. 

This ultimately is the dilemma of modern administrative law: 
how to balance agency discretion against judicial oversight. And 
striking the right balance is vital to preserving the separation of 
powers on which our government was founded. 

In light of this, there are three basic areas where in my view we 
should consider whether legal doctrine is tilted too far in favor of 
agency discretion and away from judicial review. 
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The first is the one that was just touched upon by my friend and 
former law professor, Ed Warren, and that is the issue of formal 
versus informal rulemaking. I agree that we should carefully ask 
ourselves whether or not we have struck the right balance here. 

It is true, it is true that in many contexts, it is important for 
agencies to act expeditiously. And that is primarily the benefit of 
the notice and comment rulemaking process. But I would submit 
that in the vast majority of contexts, it is much more important to 
get the right answer than it is to get the quick answer. And in 
light of that, it is eminently reasonable to ask whether we have 
struck the right balance by making the more formal procedures as 
embodied in formal rulemaking a virtual dinosaur in the area of 
administrative law. 

The other area where I think that reconsideration of whether we 
have struck the right balance is important is in the area of judicial 
deference to the agencies’ interpretation and implementation of 
laws. Here, too, the law is tilted strongly in favor of agency discre- 
tion and against judicial oversight. To give more deference where 
courts defer to the agency’s views, to the extent those views are 
persuasive, makes a lot of sense. So does Chevron deference, if not 
taken too far. Agencies, after all, have technical expertise that 
courts do not. And courts by and large should defer to that exper- 
tise. 

In addition to those decisions, however, the courts have adopted 
various other and even more deferential doctrines as embodied by 
cases like as Power and Baltimore Gas and Electric. This develop- 
ment raises an important and fundamental policy question. Have 
these doctrines tipped the balance too far in favor of agency discre- 
tion and away from judicial review? If so, then recalibration of that 
balance is eminently warranted. 

There are many ways to do that. The bottom line, however, is 
that in this context, judicial review is not about judicial power. It 
is about ensuring that the agencies are adhering to Congress’ pol- 
icy choices so that Congress is not effectively cut out of the policy- 
making process. 

The last area — and I will just defer to my written remarks on 
this, on which I think it warrants reconsideration of the right bal- 
ance is in the area of specific statutes aimed at improving the regu- 
latory process, primarily the Information Quality Act and the Reg- 
ulatory Elexibility Act. Thank you, Mr. Chairman. 

Mr. Gowdy. Thank you, Mr. Erancisco. 

[The prepared statement of Mr. Erancisco follows:] 
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The Committee on the Judiciary 
Subcommittee on Courts, Commercial and Administrative Law 
House of Representatives 

May 31, 2011 

on 

“Formal Rulemaking and Judicial Review: Protecting Jobs and the Economy with Greater 
Regulatory Transparency and Accountability” 


Mr. Chairman, Ranking Member, and Members of the Subcommittee: 

My name is Noel John Francisco. I am a partner at the law fimi of Jones Day, where I 
chair the firm’s Government Regulation practice. 1 served as Associate Counsel to President 
George W. Bush from 2001 to 2003, and as Deputy Assistant Attorney General in the 
Department of Justice’s Office of Legal Counsel from 2003 to 2005. It is an honor to appear 
before you to discuss the important issue of ensuring effective judicial review of agency action. 

Every student of high school civics understands the basic contours of our system of 
separated powers: The Legislative Branch makes the law. The Executive Branch enforces the 
law. And the Judicial Branch interprets the law. But consider how this often plays out in the 
modern administrative state: Congress passes a broad and open-ended law, leaving it to an 
Executive Branch administrative agency to “fill in the gaps” through administrative regulation. 
The agency then promulgates regulations interpreting and implementing that open-ended law. 
And when the issue gets to the judiciary, the courts, as a general matter, defer to Congress’s 
decision to delegate to the agency the policy-making functions in the first place, see Mistrena v. 
United Stales, 488 U.S. 361, 372-74 (1989), and defer to the agency’s interpretation and 
implementation of the law that Congress passed, see Mayo Fomidatiort for Medical Education 
and Research v. United States, 131 S. Ct. 704, 714-16 (201 I). As a result, we often see the 
administrative agencies making, interpreting, cmt/ enforcing the law. 

To a large extent, this is necessary to the proper functioning of the modem administrative 
state. In complex regulatory regimes. Congress cannot anticipate every problem that might arise. 
Nor can courts fill in the policy gaps that Congress leaves open. As a result, it is necessary that 
Congress be able to delegate a certain amount of its policy-making function to administrative 
agencies, particularly on matters that involve agency expertise. And it is equally necessary for 
courts to accord a certain amount of deference to the agencies’ exercise of that delegated power. 
But at the same time, there must be some kind of judicial check. For otherwise, we risk unduly 
concentrating all three powers of government in the Executive Branch alone. 
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This, in a nutshell, is the dilemma of administrative law: how to balance the dual needs 
for judicial deference to, and judicial oversight of, the political branches of our government. At 
first blush, this might appear to be a dry topic best left to judges and academics. But in truth, it 
goes to the heart of our system of separated powers. If we strike the wrong balance — if we allow 
excessive and unchecked delegation to administrative agencies — we risk transforming our 
system of government into something it was never meant to be. It is, therefore, both necessary 
and appropriate for Congress in general — and this Subcommittee in particular — to continually 
review the balance that we have struck and, where necessary, recalibrate and adjust that balance. 

With that basic background in mind, I would like to focus on three areas of administrative 
law where, in my view, recalibration and readjustment may be warranted: (1) formal versus 
informal rulemaking; (2) judicial deference to agency interpretations of law; and (3) judicial 
enforceability of statutes designed to ensure that agencies engage in reliable rulemaking that 
considers the burdens of regulation. In each of these cases, the pendulum has swung far in the 
direction of increased agency power. 

1. Formal Versus Informal Rulemaking. Today, informal rulemaking has become the 
norm. Congress passes a general law. The President, through an administrative agency, 
implements that law through informal rulemaking procedures, pursuant to which it notifies the 
public of the proposed regulation and allows for a period of written public comment. The 
agency then finalizes the rule. And the judiciary upholds it unless it is “arbitrary and capricious." 
See The Administrative Procedure Act (“APA”), 5 U.S.C. § 706(2)(A). This regulatory scheme 
thus gives the judiciary a limited role in policing the power of the regulatory agencies. 

Consider, however, the formal rulemaking alternative, which provides a more rigorous 
and transparent administrative process followed by increased, yet still deferential, judicial review. 
Under the formal rulemaking process, the agency holds an open hearing on its proposed 
regulation, during which interested parties may not only submit their views in writing, but may 
also testify and question witnesses. After the agency finalizes the rule, the judiciary reviews it to 
ensure the agency’s factual conclusions are supported by “substantial evidence.” APA § 
706(2)(E). This is hardly an intrusive standard of review, as courts must uphold the regulation if 
the agency’s decision is supported by “such relevant evidence as a reasonable mind might accept 
as adequate to support a conclusion.” Consol. FjJison Co. v. NLRB, 305 U.S. 197, 229 (1938). 
Yet formal rulemaking is rarely, if ever, used. 

In my view, this balance — where nearly all agency rulemaking is subject only to 
“arbitrary and capricious” review — warrants reconsideration. Under formal rulemaking, 
agencies still have broad leeway to implement Congress’s mandates, and courts still defer to 
agencies’ judgments. But formal rulemaking provides a greater level of transparency and 
accountability and closer judicial oversight. It is therefore worth considering whether (a) formal 
rulemaking should be used more, or (b) the “substantial evidence” standard should be extended 
to informal rulemaking proceedings. 

2. Judicial Deference to Auencv Interpretations of Law. Another area in which the scale 
has tipped far in the direction of deference is the standards courts apply when reviewing agency 
interpretations of law. In 1944, the Supreme Court acknowledged the common-sense principle 
that the level of deference a court should accord to an agency interpretation is proportional to the 
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interpretation’s persuasiveness, as demonstrated by the agency’s thoroughness, level of expertise, 
fomiality, and consistency. See Skidmore v. Swifl & Co., 323 U.S. 134, 139-40 (1944). Since 
then, however, the Supreme Court has progressively increased the level of deference accorded to 
agencies and also expanded the circumstances in which such deference is warranted. 

Under the most common rule, articulated by the Supreme Court in ('hevron, U.S. A., Inc. 
V. Natural Re.source.s Defense Council, 467 U.S. 837, 842-44 (1984), courts may ask whether the 
statute at issue is ambiguous and, if so, whether the agency’s interpretation reflects a 
“permissible” interpretation of the law. Even more deferential than Chevron, however, is the 
standard established in Bowk.'i v. Seminole Rock R- Sand Co.. 32.5 U.S. 410, 414 (1945), and 
Auer V. Robbins. 519 U.S, 452, 461 (1997), which holds that an agency’s interpretation of its 
own regulation is “controlling . . . unless it is plainly erroneous or inconsistent with the 
regulation.” Seminole Rock, 325 U.S. at 414. Similarly, the Court held in Baltimore Gas d. 
Electric Co. it Natural Resources Defense Council, 462 U S. 87, 103 (1983) {“BGE’), that a 
reviewing court must be “at its most deferential” when reviewing an agency’s scientific 
conclusions. Skidmore, in contrast, is now considered the lowest level of deference applicable to 
agency interpretations of law, rather than the standard rule it was intended to be. 

Again, judicial deference is both important and appropriate. The question, however, is 
whether the balance has tilted too far in favor of unchecked agency discretion. 

In light of this, it merits considering whether administrative law has struck the right 
balance between Judicial deference and oversight and how the applicable standards could be 
clarified. For example. Congress might consider: (a) clarifying that Skidmore deference applies 
where an agency fails to adhere rigorously to its own procedures or those required by the APA; 
(b) clarifying the standard courts should apply when determining whether a regulation is 
“permissible” under Chevron' i, second step; or (c) streamlining the applicable levels of deference, 
such that Skidmore applies unless Congress has explicitly delegated lawmaking authority, in 
which case Chevron applies. There are, undoubtedly, other possibilities. It is, moreover, entirely 
appropriate for Congress to undertake this assessment. After all, the varying deference doctrines 
are, at bottom, rules of interpretation — mechanisms by which courts assess what Congress 
intended when passing a law. It is therefore appropriate for Congress to provide the judiciary 
with guidance on how, going forward, courts should discern this legislative intent. 

3. Judicial Enforceability of Certain Statutes. Finally, Congress has, from time to time, 
enacted specific statutes aimed at ensuring that agencies engage in more rigorous and transparent 
analysis before promulgating burdensome regulations. For example, the Information Quality Act 
(“IQA”), Pub. L. No. 106-554, § 515 (2001), seeks to ensure that the information on which 
agencies rely meets standards of reliability. Likewise, the Regulatory Flexibility Act (“RFA”), 5 
U.S.C. §§ 601 et seq., aims to ensure that agencies consider the economic impact of regulation 
on small businesses. These targeted statutory regimes are thus intended to ensure that, in 
specified areas, agencies engage in the rigorous analysis that the public expects before the 
government imposes potentially burdensome and costly regulations. The problem, however, is 
that while these statutes serve the most salutary of purposes, their effectiveness is limited. As 
construed by the courts, the ability of parties to enforce the IQA is very limited. And the RFA’s 
terms accord agencies wide discretion to determine when and how it applies. These too, 
therefore, are areas where recalibration and readjustment may be warranted. 
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In sum, in the modem administrative state, courts must accord deference to the discretion 
of agencies if they are to fulfill their congressionally delegated task of interpreting and enforcing 
laws enacted by Congress. But in order to ensure that our basic system of government is 
preserved, Congress must, at the same time, ensure effective judicial oversight of agency 
discretion. In recent years, the balance has tipped decisively in favor of agency discretion. 1 
therefore believe that some form of legislative recalibration should be considered. 

I elaborate on these issues in more detail in the discussion below. 

A. Formal Versus Informal Rulemaking 

The APA provides for two types of procedures for promulgating substantive rules: 
formal procedures and informal ones. Both allow for significant judicial deference to an 
agency’s ultimate conclusion. The formal procedures, however, provide greater transparency 
into the agency’s decision-making process by requiring on-the-record hearings during which 
witnesses testify and may be cross-examined, as well as a higher (though still deferential) 
standard for judicial review. In contrast, in informal proceedings, the agency’s rationale and 
analysis is often difficult to discern, and regulations are subject to a lower standard of review. In 
modern administrative law, however, formal rulemaking has all but disappeared. In my view, 
this is an instance where Congress should consider whether the pendulum has swung too far in 
favor of agency discretion. 

1. Formal Versus Infonnal Rulemaking. There are two primary differences between 
formal and informal rulemaking, one procedural, and the other relating to the standard for 
judicial review. 

First, as a procedural matter, formal rulemaking is more rigorous and transparent than 
informal rulemaking. The formal rulemaking procedures, which are governed by APA §§ 556 
and 557, require an open hearing where interested parties can testify and can cross-examine 
adverse witnesses. Formal rulemaking is often called “rulemaking on a record” because these 
trial-type proceedings provide much more opportunity for the agency to develop a formal record 
before issuing a final rule. In contrast, informal rulemaking, also called “notice-and-commenf’ 
rulemaking, does not require an agency to hold oral hearings, nor do agencies typically do so. 
Instead, an agency must give written notice of “either the terms or substance of the proposed rule 
or a description of the subjects and issues involved,” APA § 553(b)(3); allow “interested persons 
an opportunity to participate” in the rulemaking through submission of written comments, APA § 
553(c); and, when an agency issues a final rule, include “a concise general statement of . . . basis 
and purpose,” id. Thus, formal rulemaking allows interested parties to have greater input into the 
rulemaking process. 

Second, and relatedly, informal rules are subject to a more deferential standard of review 
than formal rules. Under APA § 706(2)(A), courts may set aside informal rules only if they are 
“arbitrary and capricious.” This standard requires that the agency engage in “reasoned decision- 
making,” Professioyial Drivers Council v. Bureau of Motor Carrier Safety, 706 F.2d 1216, 1220 
(D.C. Cir, 1983), and courts must “consider whether the decision was based on a consideration 
of the relevant factors and whether there has been a clear error of judgment,” though the court “is 
not empowered to substitute its judgment for that of the agency,” Citizens to Pre.serve Overton 
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Pa?'k, Inc. V. Volpe, 401 U.S. 402, 416 (1971). As the Supreme Court has explained, “[n]ormally 
an agency rule would be arbitrary and capricious if the agency has relied on factors which 
Congress has not intended it to consider, entirely failed to consider an important aspect of the 
problem, offered an explanation for its decision that runs counter to the evidence before the 
agency, or is so implausible that it could not be ascribed to a difference in view or the product of 
agency expertise.” Motor Vehicle Mfrs. As.s’n v. Stale Farm Mill. Auto. Ins. Co., 463 U.S. 29, 43 
(1983). 


In contrast, for rules adopted through formal procedures, the APA provides an additional 
layer of review. In addition to “arbitrary and capricious” review under APA § 706(2)(A), courts 
must also examine the evidentiary basis for formal rules to ensure that they are supported by 
“substantial evidence,” APA § 706(2)(E). This “substantial evidence” standard is also 
deferential — though less so than the “arbitrary and capricious" standard — and requires a court to 
ask whether the agency’s decision is supported by “such relevant evidence as a reasonable mind 
might accept as adequate to support a conclusion.” Consol. Edison Co., 305 U.S. at 229. This 
standard thus allows a court to look at the whole record and assess whether there is evidentiary 
support for the conclusions drawn by the agency. Consequently, formal rules are more likely to 
be supported by the evidentiary record than informal ones, since agencies know that a formal 
rule that lacks evidentiary support will be more vulnerable to legal attack. 

In light of these differences, and the apparent benefits of the fonnal rulemaking process, 
one might expect to see a fair number of rules promulgated pursuant to the formal procedures. 
That, however, is most certainly not the case. The formal procedures only apply when the 
agency’s authorizing statute explicitly requires them, see United States v. Florida East Coast 
Railway Co., 410 U.S. 224 (1973), which is quite rare. Consequently, virtually all agency 
rulemakings today take place through informal “notice-and-comment” rulemaking. 

2. Recalibrating the Balance. Although informal rulemaking procedures give agencies a 
means by which they can issue rules quickly and efficiently, it should go without saying that 
enacting rules quickly is often far less important than striking the right policy balance. Indeed, 
while there are surely some areas where expeditious agency action is paramount, T would expect 
that for the great majority of rules, striking the right policy balance is more important that 
reaching a quick result. Thus, administrative efficiency cannot, in my view, justify the virtual 
extinction of the formal rulemaking process. The balance between formal and informal 
rulemaking is therefore an area where a recalibration is warranted. 

There are, of course, numerous ways in which the balance could be adjusted. One 
possibility would be a renewed emphasis on formal rulemaking procedures by Congress. This 
would serve to enhance both public participation in the rulemaking process and judicial oversight 
through “substantial evidence” review. Another possibility would be to expand the “substantial 
evidence” standard of review to informal rulemakings. This would preserve the more 
streamlined “notice and comment” structure but, by increasing the level of judicial oversight, 
incentivize agencies to engage in more rigorous analysis in order to ensure that their regulations 
survive increased judicial scrutiny. Or some combination of these approaches could be 
considered. But regardless of how the balance is struck, the important point is that Congress 
should be vigilant to ensure that the regulatory process is both rigorous and transparent, so that 
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agency determinations receive the level of scrutiny commensurate with the administrative 
agencies’ responsibility to Congress and the public. 

B. Judicial Deference to Agency Interpretations of Law 

When an agency interprets a law that the agency is charged with administering, courts 
normally defer to the agency’s interpretation. Currently, courts employ different standards of 
deference to agency interpretations, depending on the type of interpretation under review — what 
some scholars have referred to as a “continuum of deference.”' Over time, however, the balance 
between deference and judicial oversight has tended strongly toward deference and away from 
rigorous judicial review. This shift toward ever-increasing deference weakens the primary check 
on agency discretion. This too, then, is an area where Congress should consider whether current 
administrative law standards have struck the proper balance between agency discretion and 
judicial oversight. 

1. Standards of Deference. In SkiJmore it Swift & Co., 323 U.S. 134 (1944), the 
Supreme Court established the common-sense principle that agency interpretations of law 
“constitute a body of experience and informed judgment to which courts and litigants may 
properly resort for guidance.” Id. at 140. The level of deference a court should show to an 
agency interpretation, the Skidmore court explained, “dependjsj upon the thoroughness evident 
in its consideration, the validity of its reasoning, its consistency with earlier and later 
pronouncements, and all those factors which give it power to persuade, if lacking power to 
control.” Id. Skidmore thus called for a sliding-scale approach to deference, whereby the level 
of respect a court accorded to an agency interpretation was proportional to the interpretation’s 
persuasiveness. 

Since Skidmore, however, the Supreme Court has recognized several categories of 
agency interpretation to which it has accorded heightened deference — deference that, unlike 
Skidmore deference, does, in fact, give agency interpretations the “power to control.” Id. The 
most well-known of these categories is the two-step analysis first developed in Chevron, U.S.A., 
Inc. v. Natitral Resources Defense Council, 467 U.S. 837, 842-44 (1984). This so-called 
'"Chevron deference” applies whenever an agency interprets its statutory delegation of 
lawmaking authority. United States v. Mead Corp., 533 U.S. 218, 229-30 (2001). Under 
Chevron, a court first determines “whether Congress has directly spoken to the precise question 
at issue.” Id. at 843. Next, if “the statute is silent or ambiguous with respect to the specific 
issue,” courts ask whether the agency’s interpretation of the ambiguous statute is “pemiissible.” 
Id. If so, the court is to defer to the agency’s determination. Id. 

Even more deferential than Chevron is the standard established in Bowles v. Seminole 
Rock & Sand Co.. 325 U.S. 410, 414 (1945) and Auer v. Robbim, 519 U.S. 452, 461 (1997), 
which applies when a court is reviewing an agency’s interpretation of one of its own regulations. 
When applying deference, an agency’s interpretation of its own properly issued regulation 
is “controlling . . . unless it is plainly erroneous or inconsistent with the regulation.” Seminole 
Rock, 325 U.S. at 414. One commentator has described this doctrine as providing that 


^ William N. Eskridge, Jr. & Lauren E. Baer, The Continuum of Deference: Supreme Court Treatment of 
.Agency Statutory Interpretations from CherTon to Hamdan. 96 Geo. L.J. 1083 (2008). 
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“whenever an agency applies a regulation — ^whether to seek a civil penalty through an 
enforcement proceeding, to adjudicate a claim for federal benefits, or even to detennine the 
means of calculating a prisoner’s incarceration — the governing regulation means what the 
agency says it means unless the reviewing court can conclude that the agency is ‘plainly wrong,”’ 
thereby “mak[ing] it easier for the agency simply to issue vague regulations and then put off 
difficult policy questions until the relatively less demanding implementation stage. 

Similarly, in Baltimore Gas S Electric Go. v. Natural Resources Defense Council, 462 
U.S. 87, 103 (1983), the Supreme Court adopted a yet more deferential standard governing 
agency judgments on scientific matters. Called “super deference” by sorae,^ the Court held that 
a reviewing court must be “at its most deferential” when reviewing agency interpretations that 
involve judgments “within its area of special expertise, at the frontiers of science.” BGE, 462 
U.S. at 103. Finally, some courts have held that courts should defer to an agency’s determination 
of whether it has regulatory jurisdiction in the first place. See, e.g.. United Tramp. Union v. 
Surface Tramp. Bd, 183 F.3d 606, 612-13 (7th Cir. 1999).’' 

As these developments show, since Skidmore,, courts have become increasingly 
deferential to agency interpretations of law. Comparing Skidmore with Chevrofi, for example, 
reveals the greater degree to which courts defer to agency interpretations under the Chevron 
analysis. Under Skidmore, the level of deference given to an agency’s interpretation is 
proportional to the persuasiveness of the agency’s interpretation. Courts thus consider the 
agency’s interpretive process in light of the text under consideration. Under Chevron, however, 
agencies may get Chevron deference even when the agency’s interpretation has been inconsistent 
over time, see National Cable Telecommimications >? v. Brand X Internet Services, 545 
U.S. 967, 981 (2005), the agency’s interpretation was made significantly after enactment of the 
statute, see Smiley v. Citibank (South Dakota), N. A., 517 U.S. 735, 740 (1996), or the 
interpretation was prompted by litigation, see id. at 741. The question for the court under 
Chevron is not whether the agency’s interpretation is the best, or even the most sensible, reading 
of the statute, but whether it is a “permissible” one. To be sure, this does not eliminate Judicial 
review; courts can and do invalidate regulations under Chevron. See, e.g., AT & TCorp. i’. Iowa 
Utils. Bd., 525 U.S. 366, 388-92 (1999). Compared to Skidmore, however. Chevron does 
significantly constrain such review. 


■ See JolaiF. Manning. Constitutional Structure andJudicial Deference to Agency Interpretations of 
Agency Rules, 96 Coluin. L. Rev. 612, 615-16 (1996). Forc.xamplc. rcgiilaiions dirccl lhal payincnls forlicalth 
sendees covered by Medicare must be "reasonable.” defining "reiisonable” to include those costs tliiit "necesstuy 
and proper” or “appropriate and helpful.” and leaving further elaboration to oilier agency pronouncements. 42 
C.F.R. § 413.9(a). (b)(2). Likewise, regulations under HIPAA governing notice to an individual of a breach of 
private health iiironnatioii require notice if the risk of hann to the individual is "siguificant.” leaving clarification of 
the situations where notice is required to ftirther agency action. 45 C.F.R. iC4.402(l)(i). 

^ See Emily Haininoiid Mca/cll. Super Deference, the Science Obsession, ancUudicial Review as 
Translation of Agency Science, 109 Mich. L. Rev. 733 (2011). 

^ One comniciilalor has noted lhal ”[(Jo accord such power to agencies would be to allow them to be judges 
in their own cause, in w hich they arc of course susceptible to bias." Cass R. Sunstcin. Law and .Administration after 
Chevron, 90 Colum. L. Rev. 2071, 2099 (1990); see aiso Nathan Alexander Sales & Joaathan H. Adler, The Rest is 
Silence: Che-vrowDeference, Agency Jurisdiction, and Statutory Silences, 2009 U. 111. L. Rev. 1497, 1518 
(describing different approaches taken by tlie federal courts of appeals). 
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Auer and BGE deference, moreover, go even further. Indeed, Auer potentially allows an 
agency to insulate its interpretation from judicial review by interpreting an ambiguous statute 
with its own ambiguous regulation and then interpreting the ambiguous regulation. See Thomas 
Jefferson IJniv. y. Shalala, 512 U.S. 504, 525 (1994) (Thomas, J., dissenting); Christensen y. 
Harris Cnty., 529 U.S. 576, 587-88 (2000).^ Likewise, some commentators have noted that the 
highly deferential BGE standard “incentivizes agencies to cloak their true reasoning behind an 
unassailable mantle of science.”'’ 

To be sure, some level of deference serves important purposes. For example, agency 
decisions often involve technical and complex issues that require the balancing of competing 
priorities and which courts are not equipped to handle appropriately. In such circumstances, 
where agencies promulgate rules through transparent and rigorous administrative processes, it is 
necessary and appropriate to defer to their resolution of these issues. Nonetheless, effective 
judicial review of agency action is also essential to the proper functioning of the modern 
administrative state, since it ensures that Congress has the ultimate say on important matters of 
public policy. This, in turn, creates greater legitimacy in the administrative process by ensuring 
that agencies operate within the bounds of the discretion accorded them by Congress.^ 

In addition, as a practical matter, effective judicial review should increase the quality of 
agency action. For example, the prospect of judicial review should encourage agencies to be 
more attentive to policy limits imposed by Congress, thus increasing the democratic legitimacy 
of the regulations. Likewise, judicial review encourages thoroughness and rigor in the decision- 
making process, making it more likely that the regulations will in fact solve the problems at 
which they are aimed without creating new and/or unintended ones. If agencies are aware that 
unsupported conclusions will face skepticism in the courts, they will be more likely to spend the 
time and resources necessary to ensure that their conclusions are well-founded. Excessive 
deference, on the other hand, diminishes an agency’s incentives to adhere closely to its statutory 
mandate and engage in a thorough decision-making process. 

Consequently, it is important to constantly assess whether administrative law doctrine 
reflects the proper balance between agency discretion and judicial review. 

2. Recalibrating the Balance. Because the pendulum has swung far in favor of agency 
deference, now may be an appropriate time for Congress to consider whether it should increase, 
to some extent, the role of the courts in this process. As in other areas, there are numerous ways 
to accomplish this goal. 

One possibility that some commentators have suggested would be to streamline the 
applicable standards of deference. Under this approach. Chevron deference would apply only 
where Congress has explicitly delegated lawmaking authority, rather than a general authority to 


’’ See Manning, supra note 2. at 615-17. 

Meazell. supra note 3. at 763-64. 

See Cass R. Sunstein, On the Costs and Benefits of Aggressive Judicial Review of Agency Action, 1989 
Duke L.J. 522, 525. 


- 8 - 



182 


implement and interpret a statute. In other cases, Skidmore deference would apply, as it is not 
clear that additional standards, such as those articulated in Auer and BGK, are necessary.* 

Another possibility is to limit Chevron deference to agency decisions made in strict 
compliance with an agency’s own internal administrative processes and those required by the 
APA. Absent strict adherence to administrative procedure, Skidmore deference applies. This 
approach reflects the view that rigorous and transparent adherence to administrative processes 
serves to enhance the democratic legitimacy of regulations, and absent such adherence to 
procedures, closer judicial scrutiny is warranted. 

Finally, with respect to Chevron deference itself. Congress might consider clarifying the 
standard of review. Currently, the “permissible” standard applied under Chevron’ i second step 
is open-ended and vague. Congress could attempt to specify factors a court should consider 
when determining if a regulation does, in fact, reflect a “permissible” interpretation of a statute. 

These are just a few possibilities, some of which may be more workable and/or effective 
than others. But the basic issue that warrants legislative attention is the need to ensure a proper 
level of judicial oversight of agency discretion. Otherwise, we risk having both Congress and 
the courts effectively excluded from the regulatory process. 

C. Enhancing Current Statutory Controls on Agency Action 

Congress has, from time to time, enacted targeted statutes aimed at ensuring that agency 
regulations are promulgated through more rigorous and transparent procedures. Two good 
examples of this are the Information Quality Act and the Regulatory Flexibility Act. The 
problem, however, is that the effectiveness of these statutes is limited. The IQA lacks sufficient 
mechanisms to allow judicial enforcement. And the RFA accords agencies wide latitude to 
determine whether and to what extent it applies. The benefits of such statutes, therefore, could 
be enhanced by creating better avenues of enforcement. 

1. Information Quality Act. The Information Quality Act, also called the Data Quality 
Act, is designed to ensure the reliability of the information agencies use to develop regulations. 
It requires the Office of Management and Budget (“OMB”) to issue guidelines that “provide 
policy and procedural guidance to Federal agencies for ensuring and maximizing the quality, 
objectivity, utility, and integrity of information (including statistical information) disseminated 
by Federal agencies,” 44 U.S.C. § 3516 note (a). The OMB guidelines direct agencies to ensure 
that the quality of the information on which they rely is at a level “appropriate to the nature and 
timeliness of the information to be disseminated.” Guidelines for Ensuring and Maximizing the 
Quality, Objectivity, Utility, and Integrity of Information Disseminated by Federal Agencies, 
Republication, 67 Fed. Reg. 8452, 8458 (Feb. 22, 2002). They require that agencies both adopt 
appropriate standards of quality for the types of information the agency disseminates and put in 
place a review process to ensure the quality of the information before it is disseminated. Id. at 
8458-59. And, for agencies involved in disseminating “influential scientific, financial, or 
statistical information,” the guidelines call for a “high degree of transparency” about the 


^ See Eskridge & Baer, .supra note 1, at 1 183-89; Mann ing supra note 2, at 686-90. 
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agency’s data and methods to facilitate the reproduction of the information by third parties. Id. 
at 8460. 

The guidelines provide for an administrative review process through which a party can 
challenge the quality of an agency’s information, and affected parties can appeal an unsuccessful 
challenge within the agency. Id. at 8459. The IQA, however, does not provide any mechanism 
of judicial review of an agency’s determination, and courts thus far have held that the IQA does 
not create a private right of action. See, e.g.. Salt Inst. v. Lecnitt, 440 F.3d 156, 159 (4th Cir. 
2006). 


2. Retiulatorv Flexibility Act. The Regulatory Flexibility Act seeks to protect small 
businesses from some of the burdens of federal regulation by requiring agencies to engage in 
procedures designed to measure the impact on small businesses when an agency proposes a new 
rule. When an agency first proposes a new rule, the RFA requires it to publish in the Federal 
Register an “initial regulatory flexibility analysis” that includes the agency’s reasoning for the 
proposed rule, its goals, the types and number of entities that will be affected, and a description 
of anticipated costs of compliance. 5 U.S.C. § 603(b). The agency must also identify any 
preexisting rules that might conflict or overlap with the proposed rule and any less burdensome 
alternatives to the proposed rule that would achieve the agency’s objective. Id. If the agency 
issues a final rule, it must then include a “final regulatory flexibility analysis” which explains the 
need for and objectives of the rule, summarizes and evaluates the issues raised during the public 
comment period, lists the changes made as a result of the comments, and contains a statement as 
to why the agency rejected alternative proposals. 5 U.S.C. § 604(a). 

An agency may avoid these requirements, however, by certifying that the regulation will 
not have a “significant economic impact on a substantial number of small entities.” 5 U.S.C. § 
605(b). The RFA, moreover, does not define when a regulation has had a “significant economic 
impact on a substantial number of small entities,” and instead leaves to agencies the task of 
determining when their regulations trigger the requirements of the RFA. President Bush’s 
Executive Order 13272 of August 2002 sought to address this issue by requiring agencies to 
develop procedures for determining whether a regulation has a “significant economic impact on 
a substantial number of small entities.” Exec. Order No. 13272, Proper Consideration of Small 
Entities in Agency Rulemaking, 67 Fed. Reg. 53461 (Aug. 16, 2002). Still, however, Executive 
Order 13272 did not provide for a uniform definition or set of procedures for determining when a 
rule triggers the RFA’s requirements, and to date no such uniform procedures exist. 

3. Recalibrating the Balance. Both the IQA and RFA are salutary attempts to constrain 
the discretion afforded agencies to ensure that they engage in reliable rulemaking that is 
conscious of the burdens inflicted by regulation. Unfortunately, however, the effectiveness of 
each is constrained by the limitations on the ability to enforce their mandates. Here again, 
therefore, is another area where Congress should consider whether to strengthen these statutes to 
ensure that agencies work within the context of the priorities Congress has set for them. 

As with the other areas discussed above, there are many different ways to effectuate this 
reform. For example, Congress could consider incorporating the IQA and/or the RFA into the 
APA itself, such that a failure to adhere to the requirements of these statutes constitutes a 
violation of the APA. Another possibility for the IQA would be to provide for a private right of 
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action and judicial review of challenges to data quality under the IQA. With respect to the RFA, 
Congress could expand the universe of regulations to which the RFA’s procedures apply. After 
all, there is no obvious reason why the more rigorous analysis required by the RFA should apply 
only where large numbers of small businesses are affected. Or Congress could adopt a uniform 
procedure for determining when a rule has a “significant economic impact on a substantial 
number of small entities.” 

In short, the IQA and RFA recognize and attempt to remedy specific shortcomings of the 
regulatory process, but are constrained in their effectiveness by limited means of enforcement. 
This too, then, is an area where Congress should consider mechanisms for ensuring that the goals 
of these statutes are, in fact, attained. 

D. Conclusion 

In the modern administrative state, courts must necessarily defer to the discretion of 
administrative agencies if agencies are to fulfill their congressionally delegated task of 
interpreting and enforcing laws enacted by Congress. But effective judicial oversight is equally 
necessary to ensure that this discretion does not become a license to fundamentally transform our 
system of separated powers. To this end, administrative law must strike a delicate balance 
between congressional delegation, agency discretion, and judicial review. Given the importance 
of this mission, we must be vigilant in reviewing existing legal regimes and, where necessary, 
recalibrating the balance. As I have explained, in several areas, the balance has tipped far in 
favor of agency discretion. It is therefore appropriate to consider whether reforms are needed to 
increase judicial oversight of the regulatory process while, at the same time, ensuring that 
Congress and the Executive Branch have the tools necessary to confront and resolve the 
problems of the day. In my view, those two goals are not inconsistent with, but rather are and 
should be, mutually reinforcing of one another. 

This concludes my prepared written statement. 1 would be happy to answer any 
questions you may have. 
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Mr. Gowdy. And third, we will have Professor Matthew Stephen- 
son from Harvard Law School. Mr. Stephenson is a professor at 
Harvard where he teaches administrative law, legislation, and reg- 
ulation, and political economy of public law. His research focuses 
on the application of positive political theory to public law, particu- 
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larly in the areas of administrative procedure, judicial institutions, 
and separation of powers. 

Prior to joining the Harvard Law School faculty. Professor Ste- 
phenson clerked for senior Judge Steven Williams on the U.S. 
Court of Appeals for the District of Columbia circuit and for Justice 
Anthony Kennedy on the Supreme Court of the United States. He 
received his Ph.D. In political science and his J.D. from Harvard 
in 2003 and his B.A. From Harvard in 1997. We are glad to have 
you. Professor Stephenson, and we will recognize you for your 5 
minutes. 

TESTIMONY OF MATT H EW C. STEPHENSON, PROFESSOR, 
HARVARD LAW SCHOOL 

Mr. Stephenson. Thank you Chairman Gowdy, Ranking Mem- 
ber Quigley, Members of the Subcommittee. I appreciate your invit- 
ing me here today to speak on these very important issues of ad- 
ministrative process. 

These procedural issues may seem arcane and technical, but as 
Members of the Subcommittee are well aware, they are critically 
important for the welfare of the American people. I think it is im- 
portant to keep in mind when we have these discussions about reg- 
ulatory process, that there is an important distinction between our 
views about desirable regulatory policy and desirable regulatory 
process. The same administrative procedures that might regulate 
and slow down the adoption by agencies of rules and regulations 
that impose new mandates on the private sector would likewise 
regulate and perhaps slow down deregulatory initiatives or the re- 
placement of command-and-control style regulatory schemes with 
more market-based incentive schemes. 

The same practices of judicial review that might empower courts 
to strike down agency regulations that in the judge’s views are not 
supported by sound science might also empower Federal judges to 
strike down agency efforts to deregulate or alter regulatory bur- 
dens and, in some circumstances, even leave Federal courts to re- 
quire agencies to adopt new regulations. 

I think in light of this useful example to keep in mind is Presi- 
dent Ronald Reagan’s efforts shortly after he was elected to use the 
notice and comment rulemaking process to implement his vision of 
regulatory policy. At the time, it was progressive critics who 
charged that there was sometimes too little process and not enough 
judicial scrutiny. 

The more general point — and this is a point on which I believe 
my fellow witnesses would agree, even if we might disagree on 
some of the particulars — is that we should be willing to advocate 
the same procedural rules today that we would have advocated in 
1980. 

In light of that, let me now turn to some of the more specific pro- 
posals that Members of the Committee have raised as worth ex- 
ploring. One is the suggestion that more administrative 
rulemakings be governed by the APA’s formal rulemaking proce- 
dures rather than its so-called informal or notice and comment 
rulemaking procedures. In my view, such a move would be likely 
both unnecessary and unwise; unnecessary, because the so-called 
informal rulemaking process is, in fact, heavily proceduralized. It 
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is true that it does not typically involve adversarial oral cross-ex- 
amination, but there is extensive opportunity for parties to provide 
their views to criticize agency science, to criticize agency policy 
choices, and to compel agencies to respond to all reasonable such 
comments, criticisms, and proposed alternatives, to the point where 
most people would refer to this process — this notice and comment 
process as somewhat akin to a paper hearing. 

What formal rulemaking would add principally — although there 
are other things as well — would be adversarial cross-examination. 
There is to my knowledge very little evidence that adversarial 
cross-examination is especially well-suited for the sorts of issues 
that typically come up in major rulemakings, whatever its benefits 
in other contexts. And what limited systematic study of the issue 
that there is seems to corroborate this and suggest that the prin- 
cipal result of more formalized procedures, as Ranking Member 
Quigley mentioned in his opening remarks, is greater delay; delay 
that, as I mentioned earlier it is important to keep in mind, would 
not only delay or deter the imposition of new regulatory burdens 
but would also delay or deter the relaxation or modification of regu- 
latory burdens. In other words, the principal effect of requiring for- 
mal rulemaking would be to freeze the regulatory status quo — 
whatever that happens to be at the moment — in place or at least 
make it very difficult and slow to change. 

With respect to judicial review, my comments would be some- 
what similar. Here my views are less strongly held. I think there 
are important questions about judicial review as currently prac- 
ticed, but it is important to recognize there does exist substantial 
judicial oversight of agency rulemaking right now. Imposing a more 
or heightened standard of judicial review would have the effect per- 
haps of shifting more power over regulatory policymaking from 
agency policy experts to agency lawyers, and more power over regu- 
latory policymaking from administrative agencies and perhaps also 
this body to the Federal courts. 

Now, I certainly wouldn’t advocate eliminating such meaningful 
judicial review as some of my colleagues in the academy might. But 
I do think the Committee should take into account those potential 
drawbacks before mandating a heightened standard of review this 
time. Thank you very much. 

Mr. Gowdy. Thank you. Professor. 

[The prepared statement of Mr. Stephenson follows:] 
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Chairman Coble, Ranking Member Cohen, and Members of the 
Subcommittee, thank you for inviting me to testify on the 
appropriate role of formal rulemaking procedures and judicial 
review in the federal regulatory system. These topics may seem 
obscure and technical, but as the Members of this Subcommittee 
are well aware, the choices that our government makes about the 
administrative process have enormous consequences for the 
welfare of the American people. 

Attention to questions of administrative procedure has 
increased over the last few years. This attention is largely due to 
profound disagreements among our citizens, and among our 
elected representatives, about federal regulatory policy. President 
Obama’s regulatory philosophy and strategy differ from those of 
President Bush, and these differences are manifest in the current 
administration’s exercise of its rulemaking authority under 
statutes like the Clean Air Act and the Occupational Safety and 
Health Act. Moreover, recent legislation — most notably the Dodd- 
Frank Wall Street Reform and Consumer Protection Act and the 
Patient Protection and Affordable Care Act - authorize federal 
agencies to promulgate important new regulations. Many citizens 
support these regulatory initiatives. Others do not. These 
disagreements over regulatory policy are likely to be the focus of 
sustained political debate for some time to come, as they should be 
in a healthy democracy. These differences in perspective have 
also led to more intense scrutiny into the process by which federal 
agencies make regulations. 

While this increased attention to process is welcome, we must 
be careful to distinguish our views of desirable regulatory policy 
from our assessment of desirable regulatory process. In the 
current climate, those who oppose the substance of the Obama 
Administration’s initiatives in areas like health care, financial 
regulation, and environmental protection may be inclined to 
advocate more demanding procedural restrictions and judicial 
oversight of agency action, while those who favor the President’s 
initiatives might tend to take the opposite position. But when 
thinking about the design of regulatory institutions, it is 
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important to take the long view. The same procedural safeguards 
that slow down the adoption of rules that impose new regulatory 
requirements also slow down the adoption of rules that relax 
regulatory requirements or that replace command-and-control 
regulations with market-hased regimes. The same judicial review 
provisions that empower federal judges to strike down regulations 
that, in the judges’ view, are not supported hy sound science also 
empower judges to strike down rules that ease economic burdens 
on industry, or even to compel agencies to impose new regulations, 
if the judges conclude that the failure to regulate is irrational. 

Indeed, it is helpful to recall that thirty years ago, President 
Reagan, like President Obama, initiated an array of notice-and- 
comment rulemaking proceedings in order to align federal agency 
policy with the President’s regulatory philosophy. Many of these 
rulemakings were challenged in court by progressives who argued 
that they were procedurally invalid, substantively irrational, or 
both. Then, as now. Congress, the courts, and the American 
people confronted difficult choices about the about the appropriate 
procedural requirements for agency rulemaking and the 
appropriate role of judicial oversight. President Reagan and 
President Obama may have different regulatory approaches, but 
the basic questions about administrative procedure and the 
standard of judicial review are essentially the same. When we 
debate these questions, then, we should be sure that the positions 
we take do not depend on who is in the White House at the 
moment. We should be willing to advocate the same institutional 
rules today that we would have advocated in 1980, and vice versa. 

I gather that the Subcommittee is interested in whether the 
prevailing law on rulemaking procedure and judicial review, 
particularly the default rules laid out in the Administrative 
Procedure Act (APA), are sufficiently stringent, or whether they 
are instead too lax. More specifically, my understanding is that 
the Subcommittee is interested in exploring (1) whether it would 
be wise to require that some or all federal agencies use formal 
rulemaking, as opposed to informal (“notice-and-comment”) 
rulemaking; and (2) whether it would be wise to instruct the 
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federal courts to review agency regulations more rigorously. 
Would such reforms, as the title of this hearing suggests, better 
protect johs (and other aspects of the welfare of the American 
people) and better promote transparency and accountability? 

While these are hard questions, I believe that the answer to the 
first question is clearly no: the additional benefits of requiring 
formal rulemaking rather than notice-and-comment rulemaking 
are minimal, and the costs are likely high — even for someone who 
is skeptical of the value of many of the specific rules currently 
under consideration in the Obama Administration. 

On the second question, my answer is more tentative. Judicial 
review of agency regulations, as currently practiced, is far from 
perfect. It is not as consistent or predictable as it ought to be, and 
there is disturbing evidence that judges’ personal policy 
preferences play a greater role than they should when judges 
review agency regulations. That said, while improvements are 
certainly possible, courts for the most part have struck a 
reasonable balance between conflicting goals, and any move 
toward requiring more demanding judicial review should at least 
take into account a number of possible drawbacks. 

The balance of my written statement will flesh out these points. 
I will first address the question whether Congress should require 
greater use of formal rulemaking. I will then turn to the question 
whether Congress should mandate a more stringent, less 
deferential standard of judicial review. 

I. SHOULD CONGRESS REQUIRE GREATER USE OF 
FORMAL RULEMAKING? 

The great challenge of administrative law is to design 
institutions that will allow the American people to reap the 
advantages of delegation to administrative agencies - advantages 
that include greater expertise, more flexibility, and a healthy 
insulation from day-to-day political horse-trading - while avoiding 
or limiting the risks of arbitrary, ill-considered, unaccountable 
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bureaucratic policymaking. i Our system relies heavily on 
carefully-designed administrative procedures to try to achieve 
these goals. ^ But correctly calibrating the degree of procedural 
formality is quite difficult. If the procedural safeguards governing 
agency decisions are too weak, agencies may fail to give due 
consideration to the interests of all the parties who might be 
affected by agency action, and may be tempted to disregard or 
downplay inconvenient evidence or arguments that cut against the 
agencies’ preferred policies. On the other hand, if procedural 
requirements are too demanding, agencies may find themselves 
unahle to take effective action to fulfill their responsibilities, or 
may be tempted to circumvent the required procedures altogether. 

For agency rulemaking, the AFA lays out two basic sets of 
procedural requirements. So-called “informal rulemaking,” also 
known as “notice-and-comment rulemaking,” is governed by § 553 
of the APA, which requires that agencies publish advance notice of 
any proposed rule, give all interested parties an opportunity to 
submit written comments, and include with every final rule a 
statement explaining the rule’s basis and purpose. ^ So-called 
“formal rulemaking,” governed by §§ 556 and 557 of the APA, 
requires extensive hearings, usually including oral testimony and 
cross-examination, as well as a formal record that forms the 
exclusive basis for final agency decisions. ^ An agency rulemaking 
must be formal if, but only if, the statute authorizing the 
rulemaking specifically requires that the rule be made “on the 
record after opportunity for an agency hearing.”® The Supreme 
Court has interpreted that requirement stringently: a mere 
statutory requirement that an agency rule be made “after a 

1 See John F. Manning & Matthew C. Stephenson, Legislation and Kegulation 
379-84 (Foundation Press 2010). Because my book with Professor Manning covers 
many of the topics relevant to this statement, including citations to relevant case 
law and scholarly literature, for couvetiience T will refer to the relevant .sections of 
the book throughout the.se footnotes. The cited pages of the book contain additional 
references, which for brevity’s sake I will not cite separately in the footnotes in this 
statement. 

- Id. at 580. 

■ 5 U.S.C. § 553. 

" 5 U.S.C. §§ 556-557. 

= 5 U.S.C. § 553(c). 
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hearing” is not enough to trigger formal rulemaking under the 
APA. Because very few statutes use the precise “on the record 
after opportunity for an agency hearing” language, most agency 
rulemakings are informal rather than formal.® 

Congress could require that agencies use formal rather than 
informal rulemaking either hy amending individual statutes to 
include the necessary triggering language, or hy amending the 
APA itself But doing either would probably be unwise, for three 
reasons. First, the nominally “informal” notice-and-comment 
rulemaking process already imposes substantial procedural 
safeguards on agency rulemaking. Second, the formal rulemaking 
process, with its emphasis on adversarial proceedings, oral 
presentations, and cross-examination, is not especially well-suited 
to broad policy decisions of the sort contemplated in most major 
rulemakings. Third, the costs and delays associated with formal 
rulemaking would have an array of undesirable consequences. 

A. Agency Rulemaking Is Already Subject to 
Extensive Procedural Requirements 

On learning that most federal agencies enact major regulations 
through an “informal” process that requires only “notice and 
opportunity for comment,” many lay people might naturally doubt 
the adequacy of the procedural safeguards. Shouldn’t regulations 
that will affect the welfare of millions of citizens go through a 
more rigorous vetting process? It turns out, however, that the 
term “informal rulemaking” is misleading. Nominally "informal” 
notice-and-comment rulemaking is in fact heavily proceduralized, 
to the point where many commentators describe this process as a 
kind of “paper hearing.”"^ Agencies must provide a fairly detailed 
and specific proposal, or set of alternatives, in their initial 
published notice of proposed rulemaking.® This notice must also 
disclose the scientific or evidentiary basis of the proposal, so that 


See Manntno & Stepttenson, supra note 1 , at 597-98. 
^ See id. at 624-25. 

« See id. at 635-36. 
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the agency’s evidence can be subjected to critical scrutiny. Any 
interested party (indeed, any member of the public) may submit 
written comments on the agency’s proposal. These submissions 
may criticize the agency’s analysis and evidence, and may also 
suggest alternatives. Under Executive Order 12866, executive 
branch agencies must also submit proposed rules, along with a 
detailed cost-benefit analysis, to the Office of Management and 
Budget for review, If the agency decides to promulgate a final 
rule, it must provide a detailed written explanation that includes 
responses to all material comments submitted by interested 
parties." If an agency fails to respond adequately to criticisms or 
proposed alternatives submitted by commenters, the agency risks 
judicial reversal. This creates powerful incentives for agencies to 
take comments seriously and to provide detailed responses. 
Furthermore, if the agency decides to change its policy 
substantially in response to comments, it may have to initiate a 
new round of notice-and-comment so that all parties have a fair 
opportunity to critique the new proposal."’ 

While the notice-and-comment process is hardly perfect, few 
would argue that it fails to provide sufficient transparency or 
sufficient opportunities for affected parties to compel agencies to 
address their concerns. Indeed, the more common criticism of 
notice-and-comment rulemaking is that it is too demanding of 
agencies (although there is some controversy over this point)."’ 
Given that the notice-and-comment rulemaking process already 
provides for extensive public participation and agency engagement 
with all serious concerns or objections, the only thing the formal 
rulemaking process is likely to add is red tape. 


® See id. at 614-17. 
“ See id. at 550-71. 
" See id. at 621-24. 
'2 See id. 

13 See id. at 626-35. 
11 See id. at 624-26. 
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B. Formal Rulemaking Procedures Are Not Well- 
Suited to Effective Regulatory Decisionmaking 

The hearing requirements laid out in § 556 and 557 of the APA 
seem designed for individualized determinations, which turn on 
case-specific facts and benefit from adversarial contestation. They 
are not terribly well-suited to general policy decisions that require 
balancing the interests of a large number of potentially interested 
parties. Therefore, while some individualized determinations may 
count as “rules” under the APA’s technical definition, most 
agency rulemakings are would benefit more from the quasi- 
legislative procedures of notice -and- comment rulemaking than 
from the quasi-judicial procedures of formal rulemaking. 

In his testimony at a related hearing before this Subcommittee 
in February 2011, Mr. Jeffrey Rosen asserted that “[tjhere is no 
better tool than cross-examination [of the sort generally available 
in formal rulemaking] to expose unsupportable factual assertions 
and [to] assur[e] the public that only the best science underlies 
agency action.” With all due respect to Mr. Rosen’s depth of 
experience as a litigator and the insightful points he made 
throughout his testimony, his statement about the purported 
benefits of face-to-face cross-examination is itself an unsupported 
factual assertion. To my knowledge, there is no systematic 
evidence demonstrating that adversarial oral cross-examination is 
the most effective tool for making sound scientific or policy 
judgments on general issues of the sort addressed in most 
rulemakings. Indeed, the usual justifications for oral cross- 
examination, such as the need to assess the demeanor of 
witnesses, are generally inapposite in the rulemaking context. As 
Judge Richard Posner explained (albeit in a different context), 
“[T] rials are to determine adjudicative facts rather than legislative 
facts. The distinction is between facts germane to the specific 


1=5 U.S.C. §551(4). 

Prepared Statement of Jeffrey A. Kosen, Hearing on “The Al’A at 65- is Keform 
Needed to Create Jobs, Promote Economic Growth and Reduce Costs?”, 
Subcommittee on Courts, Commercial and Administrative TjUW, Committee on the 
Judiciary, U.S. Hou.se of Representatives, Feb. 21, 2011, p. 12. 
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dispute, which often are best developed through testimony and 
cross-examination, and facts relevant to shaping a general rule, 
which ... more often are facts reported in books and other 
documents not prepared specially for litigation or refined in its 
fires.”!'' 

In one of the few close examinations of the use of oral cross- 
examination in agency rulemaking. Judge (then Professor) 
Stephen Williams found that cross-examination had little positive 
effect. In those cases where such cross-examination had been 
required. Judge Williams concluded that it was “doubtful that the 
use of cross-examination was necessary to clarify ... the critical 
issues” and, moreover, that even when cross-examination did 
effectively undermine certain arguments in favor of a rule, that 
did not matter much because the “enormous quantities of 
additional data” in the record meant that cross-examination 
“proved to be of little importance.” Judge Williams further 
pointed out that requiring cross-examination in rulemaking 
proceedings “may actually tend to frustrate its own supposed goal: 
elucidation of the issues. Cross-examination virtually assures 
that high-level agency decision makers will not participate, for 
they do not have enough time for that sort of enterprise.” By 
contrast, as Judge Williams noted, in major informal rulemaking 
proceedings, typically the agency head or his highest ranking 
assistants participate directly.'!!' 

Cross-examination, and other trappings associated with the 
formal hearing process, may appeal to lawyers and other skilled 
oral advocates. Indeed, some scholars have suggested that the 
provisions for formal procedures in the original APA may have 
more to do with lawyers’ preferences than with anything else. As 
Yale Law School Professor Alan Schwartz puts it, “lawyers 


1" Indiana Bell, Harbor Railroad Co. v. American Cyanamid Co., 916 F.2d 1174 (7^'‘ 
Cir. 1990). 

Stephen F. Williams, “Hybrid Rulemaking" under the Adtidnistrative Procedure 
Act: A Legal and Empirical Analysis, 42 Uxi\4;r.sity of Chicago Law Review 401, 
440 (1975). 

Td. at 444. 

2“ See id. 
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[pressing for the APA] preferred generic procedural reform 
because that introduced a much greater amount of lawyering into 
the entire federal administrative process than there had been 
before... . [T]he more procedure there is and the more due process 
there is, the more money for lawyers there is.”^i Yet despite their 
appeal to lawyers, adversarial oral proceedings are not generally 
the way that most scientists, or indeed most policymakers, 
typically try to make sound judgments on the sorts of issues that 
come up in major rulemakings . 22 

C. Requiring Formal Rulemaking Would Have 
Perverse Effects 

While there is little reason to believe that requiring formal 
procedures would substantially improve the quality of agency 
decisions, the costs and delays associated with formal rulemaking 
are well documented. Even a relatively minor amendment to a 
simple Food and Drug Administration labeling rule (one of the few 
contexts where, until 1990, formal rulemaking had been required) 
could take up to a decade, and produce thousands and thousands 
of pages of official documents, without any apparent positive effect 
on the quality of the final decision. 23 While not all formal 
rulemakings take quite this long, the costs and delays involved 
are typically substantial. 24 Such costs and delays would have a 
number of undesirable consequences: 


Alan Schwartz, Comimrit on “The Political Origins of the Adininistrotive 
Procedure Act," by McNollGast, 15 JoUKNiVL Of Law, ECONOMICS & ORGANIZATION 
218, 220-21 (1999). 

See Williams, supra iioLe 18, al 444-45; Carl F. Cranor, Scietice Courts, Evidentiary 
Procedures and Mixed Science-Policy Decisions, 4 Rl.SK 113 (1993). 

23 See Manning & Stephenson, supra note 1, at 597-98. 

3'* See Robert W. Hamilton, Bulemaking on the Record by the Food and Drug 
Administralion, 50 TEXAS 1 AW REVIEW 1132 (1975); Richard A. Morrill & Earl M. 
Collier, Jr., “Like Mother Used To Make”: An Analysis of FDA Food Standards of 
Identity, 74 COLUMBIA LAW REVIEW 561, 608-09 (1974). 
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1. Requiring Formal Rulemaking Would Impede 
Desirable Rule Changes 

Delaying agency action by years or decades, or perhaps even 
deterring agencies from acting at all, might seem like a good idea 
to someone whose regulatory philosophy differs from that of the 
incumbent administration, or who is skeptical of the value of 
federal regulation generally. But such a view would be 
shortsighted, because slowing down the rulemaking process does 
not necessarily privilege non-regulation, but rather privileges the 
status quo. The same procedural requirements that make it 
difficult or impossible to promulgate rules that impose new 
mandates on the private sector also make it difficult or impossible 
to promulgate rules that lift such mandates, or that replace 
command-and-control regulatory systems with market-based 
systems, or that streamline existing regulatory programs so that 
they are more efficient and predictable for affected parties. 

The over-proceduralization associated with formal rulemaking 
also makes it more difficult for agencies to update their rules in 
response to new information or changed circumstances. Often 
agencies are required by statute to promulgate a rule to deal with 
some problem. If formal rulemaking were required, presumably 
the agency would have no choice but to use it when enacting its 
initial rule. This first attempt at regulation may often turn out to 
have been misguided, but cumbersome formal rulemaking 
requirements might nonetheless deter an agency from updating or 
abandoning a rule that turned out not to be working as intended - 
even in circumstances where Democrats and Republicans could 
agree that change was needed. Here is it worth keeping in mind 
that despite controversies over the Obama Administration’s 
regulatory initiatives in certain high-profile areas, the 
administration has also undertaken a range of rulemaking efforts 
to scale back unnecessary or overly burdensome regulations.^-' 
Indeed, one aspect of President Obama’s recent executive order on 
regulatory review that ought to command broad bipartisan 

See Cas.s R. Sunstein, 21‘‘ Century Ttegidation: An Update on the President’s 
Reforms, WALL STREET JOURNAL, May 26, 2011. 
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support is his directive that agencies conduct retrospective 
analyses of their existing regulations, to see if experience with 
these regulations reveals that their benefits indeed justify their 
costs. 26 If formal rulemaking were required for any regulatory 
change, then agencies would he much less likely to alter their 
regulations in response to such retrospective analyses, essentially 
freezing the regulatory status quo in place. 

Of course, if one opposes a particular regulation, or set of 
regulations, it might he tempting to require formal rulemaking 
only for those regulations, hut not for others. Doing so would have 
the practical effect of delaying or blocking the targeted 
regulations, but would do so indirectly, and in such a way that 
those responsible could avoid accountability. We can and should 
have a vigorous debate over regulatory policy, but - as the title of 
this hearing implies - it is important to have this debate in a 
manner that promotes transparency and accountability. Those 
interests are ill-served when we disguise substantive decisions as 
procedural decisions. 

2. Requiring Rulemakings To Be Formal May Lead to 
Other, Less Desirable Forms of Agency Regulation 

While statutes sometimes require agencies to make rules, 
oftentimes statutes will give agencies the option either of making 
rules or of making policy in a piecemeal fashion through 
individualized, ad hoc adjudications. 2" Indeed, some agencies, 
such as the National Labor Relations Board, proceed almost 
exclusively through administrative adjudication rather than 
rulemaking. 28 Other agencies, like the Federal Communications 
Commission and the Securities and Exchange Commission, use a 
mix of rulemaking and adjudication. 28 


28 See Executive Order 13563, “improving Regulation and Regulatory Review,” Sec. 6 
(Jan. 18, 2011). 

See M.ANNING & Stepttknsox, supra note 1 . at 643, 656-61 . 

28 See id. at 661. 

28 See id. 
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If Congress were to require that agencies use formal 
rulemaking procedures rather than notice-and-comment 
procedures, a likely consequence is that agencies would rely more 
on case-by-case adjudication. This would not, however, mean that 
agencies were not making general policy. Under governing 
Supreme Court doctrine, agencies are generally permitted to make 
broad policy pronouncements in the context of individualized 
orders, much as common law courts announce general rules of 
decision when deciding particular cases. While this mode of 
regulatory policymaking may sometimes be appropriate, it is 
generally less predictable, and involves less broad-based public 
participation, than rulemaking, 

Furthermore, some agencies do not conduct their own 
administrative adjudications, but rather bring enforcement 
actions in federal court against parties that the agency believes to 
be in violation of the relevant statute or its implementing 
regulations. Many of these statutes use vague and general 
language. If the responsible agency does not give this statutory 
language more precise content through rulemaking, then that 
task will fall to the court. Thus over-proceduralization of agency 
rulemaking could result in more judicial lawmaking, which might 
also be a perverse and undesirable result. 

3. Inhibiting Agency Rulemaking May Lead to Worse 
Legislation 

Many critics of contemporary American government argue that 
Congress has delegated too much of its lawmaking authority to 
federal agencies. This concern might lead one to argue for the 
imposition of much more demanding procedural requirements on 
agency rulemaking, on the logic that if rulemaking becomes more 
cumbersome and less efficient, delegation to agencies will become 
less attractive to Congress. Congress, the argument continues, 
will therefore be more inclined to make the hard regulatory 


™ See id. at 643-656. 661. 668-70. 

31 See id. at 659-60. 

32 See id. at 380-82. 
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choices itself by enacting more specific and detailed statutes, 
rather than enacting vague language and delegating the 
responsibility to working out the details to the agencies. 

However, even if we accept the premise that greater 
proceduralization makes delegation to agencies less attractive, it 
does not necessarily follow that Congress will respond by writing 
more detailed statutes. There are at least two other possibilities. 
First, Congress might respond not by writing more detailed rules 
into the statute, but rather by writing cruder, blunter rules into 
the statute. Imagine, for example, that instead of delegating to 
the new Consumer Financial Protection Bureau (CFPB) the 
authority to promulgate regulations regarding consumer credit 
transactions, the Democratic majorities that passed the Dodd- 
Frank Act had instead enacted specific substantive restrictions on 
consumer credit transactions. It is not at all clear that current 
critics of the CFPB would have been happier if Congress had 
opted for this alternative to delegation, yet that is what might 
well have happened if progressive advocates of substantive 
legislation could have argued, persuasively, that the rulemaking 
process was too cumbersome for delegation to be effective. 

Second, if greater proceduralization makes agency rulemaking 
an unattractive option for Congress, Congress might respond by 
enacting vague language and leaving its implementation to the 
federal judiciary. ^4 In other words, over-proceduralization of 
agency rulemaking might lead Congress to delegate to courts 
rather than to agencies. There are already a handful of federal 
regulatory programs that involve congressional delegation of de 
facto rulemaking authority to the judiciary rather than to an 
agency, including important aspects of the antitrust, bankruptcy, 
and patent laws. While there may be some advantages to judicial 


See id. at 683; see also Matthew C. Stephen.son, Statutory Interpretation by 
Agencies, in DANIEL DARBEE & ANNE JOSEPH O’CONNELL EDS., UESEARAH 
Handbook on Public Choice and Public Law 285, 292 (Edward Elgar Publishing 
2010 ). 

3“* See Manning & Stephenson, supra note 1, at 683; Stophen.son, supra note 33, at 
292. 
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delegation, it is far from clear that critics of delegation to agencies 
would be happy with more widespread delegation to federal 
judges."^® Yet that is a likely consequence of procedural reforms 
that make agency delegation impractical. 

4. Cumbersome Formal Rulemaking May Impede 
Effective Political Oversight 

Although Congress often delegates regulatory policy decisions 
to administrative agencies in order to secure a healthy degree of 
insulation from the short-term pressures of partisan politics, it is 
also vitally important that agencies, staffed as they are by 
unelected bureaucrats, are subject to effective oversight by both 
Congress and the President. The formal rulemaking process tends 
to inhibit such oversight, for three reasons. First, the demands of 
the formal rulemaking process make it difficult for Congress or 
the President to get an agency to change course in response to the 
views (or a change in party control) of these elected branches of 
government. Indeed, in those few regulatory areas where an 
agency is (or believes itself to be) required to follow formal 
rulemaking requirements, there are often clashes between 
frustrated oversight committees, who want the agency to do 
something quickly about a pressing problem, and equally 
frustrated agency officials who find themselves hamstrung by the 
formal rulemaking requirements.*’ Second, formal rulemaking 
gives agencies a convenient way to “run out the clock ” when they 
do not in fact want to do what Congress or the President want 
them to do. An agency can appear to comply with a congressional 
request by initiating a formal rulemaking proceeding, but string 
out the process for years. In the interim, the elected 
representatives pressing the agency for action might leave office, 
or change committee assignments, or turn their attention to other 
matters. Third, greater proceduralization of agency rulemaking 
tends to shift power within the agencies from the political 
appointees and senior policy staff to the agency lawyers who know 
how to navigate the labyrinthine procedures required to get 

See Stephenson, supra note S.’?, at 292-94. 

3° See Manning & Stephenson, supra note 1, at 589-90. 


14 



202 


anything done, but who might be less responsive to political 
oversight.-^'' 

II. SHOULD CONGRESS REQUIRE MORE 
STRINGENT JUDICIAL REVIEW OF AGENCY 
RULES? 

In addition their role in enforcing procedural requirements, the 
federal courts provide an important independent check on agency 
rulemaking. Under the APA, the federal judiciary must hold 
unlawful and set aside agency rules that are “arbitrary, 
capricious, an abuse of discretion, or otherwise not in accordance 
with law.”'’^ Thus federal courts are supposed to review agency 
action for consistency with the statutory mandate that gives the 
agency the power to regulate, and the courts are also supposed to 
inquire into the substantive rationality of the agency’s decision.'^*’ 
But how stringent a standard should the courts apply when 
performing these tasks? 

As was true with procedural choices, setting the right standard 
of judicial review is something of a balancing act. Too little 
judicial scrutiny eliminates a potentially important check on 
administrative arbitrariness or disregard for legal requirements.^" 
Overly demanding judicial review may lead federal judges to 
overstep the appropriate bounds on their authority, substituting 
their own policy judgments for the considered views of the 
agency. '‘i The latter possibility is particularly troubling given 
that federal judges are neither experts in the relevant fields nor 
politically accountable for their decisions. 

The current doctrine on judicial review of agency rulemakings 
is as follows. First, the reviewing court must decide whether the 
agency has a valid legal basis for its rule, and this assessment 


See id. at 581. 

™ 5 U.S.C. § 706(2)(a). 

See Manning & Stepttknson, supra note 1 . at 71 7. 
See id. at 719. 
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often involves an evaluation of the agency's interpretation of its 
authorizing statute. Under the doctrine announced by the 
Supreme Court in Chevron, U.S.A. v. Natural Resources Defense 
Council, a reviewing court must strike down agency regulations 
that are inconsistent with a clear statutory provision, but must 
uphold agency regulations that are based on a plausible reading of 
an ambiguous statutory provision (at least if the agency’s 
interpretation is announced in a notice-and-comment rule, or 
something similarly formal). ^3 The logic here is that if the statute 
is ambiguous, then the agency's interpretation is more of a policy 
decision than a legal decision, and courts should generally be 
reluctant to substitute their policy judgments for those of the 
responsible agency officials." An agency’s interpretation of its 
own regulation receives similarly deferential judicial re view. “*3 

Second, the reviewing court must decide whether the agency’s 
decision is “arbitrary and capricious.” Because courts are 
reluctant to second-guess agency policy judgments on complex 
technical issues, courts focus less on the substance of the agency’s 
decision than on the agency’s reasoning process. A reviewing court 
will ask whether the agency considered all the relevant factors, 
addressed all important alternatives, and offered an explanation 
for its decision reasonably connects the final choice made to the 
available evidence. This form of review is known as “hard look” 
review. (For formal agency proceedings, the APA also requires 
that factual findings be supported by “substantial evidence, a 
standard of review that seems somewhat more stringent, but that 
in practice is quite similar to hard look review.) 

Are these standards of review appropriate? Are they adequate? 
Should Congress amend the APA to make the default standard of 
judicial review more stringent? These are difficult questions. 


467 U.S. 837 (1984). 

<3 See Manninc & Stephensox, supra note 1, at 814-24, 935-36. 
« See id. at 824-25, 828. 

See id. at 715-16. 

See id. at 756-75. 

See id. at 7 18. 
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which are impossible to answer conclusively, or even to treat 
adequately in these brief comments. In contrast to my discussion 
of the proposal for requiring formal rulemaking procedures, where 
my views are strongly held and would (I believe) command wide 
consensus among administrative law scholars across the political 
spectrum, I am much less certain whether the stringency of 
judicial review should be ratcheted up or down (or left 
unchanged). It is fair to say that administrative law scholars 
advocate a wide range of opinions on this question (though, 
interestingly and importantly, these differences do not seem to 
correlate with political ideology). Because my understanding is 
that the Subcommittee is considering the possibility of imposing a 
more stringent (that is, less deferential) standard of judicial 
review, I will limit my remarks here to some questions and 
concerns about such a move. 

First, one effect of imposing more stringent hard look review 
would be to make it more difficult and costly for agencies to adopt 
new rules (or to modify or repeal existing rules). There are two 
reasons for this. The first is that hard look review focuses on the 
agency’s reasoning process, and this leads agencies to try to 
insulate themselves from judicial reversal by developing more 
detailed factual records and explanatory statements. While this 
can be good up to a point, 48 when judicial review of agency 
rulemaking becomes too demanding, the effect may be largely the 
same as imposing on the agency more elaborate and burdensome 
procedural requirements. 4'* This, in turn, implicates all the 
concerns about over-proceduralization discussed earlier in my 
statement. Second, when agencies are uncertain whether or not 
courts will uphold their proposals, they may be deterred from 
regulating at all.^o Again, this may seem superficially desirable if 
one dislikes the regulatory agenda of the incumbent 
administration, but the long-term consequences may be bad for 
everyone (except lawyers). 


See id. at 775-76, 780-81 . 
"■' See id. at 778. 

See id. 
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A second potentially adverse effect of a more stringent standard 
of judicial review, especially in complicated technical policy areas, 
is the possibility of good faith error hy judges who lack the 
expertise, training, and resources to fully understand and 
evaluate regulatory policy decisions, Again, review of an expert 
agency decision by an independent generalist judge may have 
many advantages. ^2 But past a certain point, such review may 
introduce more errors than it corrects. Even under the current 
hard look review standard, the case law is replete with examples 
of judges getting basic statistical, scientific, or economic concepts 
badly wrong, or misunderstanding important parts of the record, 
or treating trivial mistakes or omissions as a reason to invalidate 
a major rule.'’’'^ A less deferential standard of review would likely 
lead to more such errors, and these costs might well outweigh the 
benefits of preventing agency errors in a handful of close cases. 

Third, there is disturbing evidence that judges sometimes let 
their personal political ideologies influence their review of agency 
regulations. This is not to say that judges are acting in bad 
faith. But they are probably susceptible to the natural human 
tendency to scrutinize more carefully and skeptically results they 
disfavor, and to gloss over problems with the evidence or analysis 
when they like the final result. Of course, even if this is indeed a 
problem, we might still want a more stringent standard of review. 
After all, perhaps the problem is not that judges are being too 
hard on agency regulations that they dislike, but rather that 


Sue id. al, 77(5. 

See id. at 775-76. 

See id. at 776. See also Thomas O. McGarity, Some Thoughts on “Deossifying” the 
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Richard Pierce, Unruly Judicial Review of Rulemaking, 5 Natural Resources & 
Environment 23 (1 990). 

‘-“i See Manning &. Stephenson, supra note 1, at 777, 833-34; Stephenson, supra 
note 33, at 307-310. 
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judges are being too soft on agency regulations that they favor.®® 
Nonetheless, an instruction to judges that they should reverse 
agency decisions only in extreme cases, where the agency is not 
just wrong but clearly wrong, is often thought to mitigate the 
influence of judicial ideology on judicial review of agency action, 
and some empirical evidence suggests that this is indeed the 
case.®® 

Fourth, more rigorous judicial review tends to shift power 
within an agency from the scientific or policy experts to the agency 
lawyers. The former set of employees may have a better 
understanding of sound regulatory policy, but the latter are more 
skilled at drafting “bulletproof regulations that will survive 
judicial review, as well as predicting what courts are likely to do. 
This shift in power might undermine the actual rationality of 
regulation, even as it enhances the appearance of rationality to 
reviewing courts.®'' 

Finally, overly aggressive judicial review can have the perverse 
effect of making agency regulations, and in particular the 
assumptions and political choices underlying those regulations, 
less transparent to courts, Congress, and the American people. In 
order to insulate their decisions from judicial second-guessing, 
agencies will try to make these decisions look as obscure and 
technical as possible.®® Agencies may also simply revert to modes 
of policymaking, like ad hoc adjudication, that courts are less 
likely to reverse.®'* 

Again, none of this is to say that the form or degree of judicial 
scrutiny currently applied by the federal courts is the right one. 
My own view is that the current doctrine probably strikes a 
reasonable balance between the interest in ensuring meaningful 
judicial oversight and the interest in preventing judicial 


Cf. Manning & Stephenson, supra note 1, at 834. 
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overreaching. Of course, I might criticize the approach of some 
courts, and the results of some cases, as leaning too far in one 
direction or the other, but I am not aware of any systematic 
evidence that would justify congressionally-mandated increase in 
the rigor of the standard of review. More generally, any proposal 
to take such action should be mindful of the sorts of concerns I 
raised above. 

It is also worth keeping in mind that judicial review is not the 
only option for increased oversight of administrative rulemaking. 
There is already extensive oversight by the executive branch, both 
internally within agencies and by the White House. 
Congressional oversight continues to play a vital role. While 
lawyers have a natural inclination to focus on courts and 
litigation, there are a variety of other tools and techniques that 
Congress or the President might employ if greater agency 
oversight seems warranted. 

Thank you again for the opportunity to share my thoughts on 
these important issues, and I look forward to answering your 
questions. 
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Mr. Gowdy. At this point I would recognize the gentleman from 
Illinois for his 5 minutes of questioning. 

Mr. Quigley. Thank you, Mr. Chairman. 

Professor Stephenson, I think it was in your written statement, 
or it might have been in your prepared statement, you indicate 
that there is, quote, disturbing evidence that judges’ personal pol- 
icy preferences play a greater role than they should in evaluating 
agency regulations. The first part of the question would be: What 
does that evidence consist of, and can you elaborate? 

Mr. Stephenson. Yes. Thank you very much, Mr. Quigley. 

The evidence to which I refer, which is — the relevant citations 
would appear in the portion of the book to which I cite. But there 
has been some evidence to look systematically at whether the com- 
position of the typically three-judge judicial panels that evaluate 
major agency rulemakings affect the outcome. And when I say the 
“composition,” I mean simply crude measures of whether the judges 
on that panel were appointed by Republican Presidents or Demo- 
cratic Presidents. 

If Republican appointees and Democratic appointees resolve ad- 
ministrative law cases in more or less the same way, then if you 
look at a sufficiently large number of cases, such that random er- 
rors wash out, the rates of affirming or reversing or remanding 
agency regulations ought to look ab^out the same regardless of 
panel composition. 

However, there is evidence that they do not look the same; that 
panels, for example, composed of three Republican appointees seem 
to decide cases in a manner systematically differently than three 
Democratic appointees, or even that panels composed of all judges 
appointed by a President of the same party behave differently from 
panels that have at least one member appointed by a President of 
a different party. 

Now, we need to be careful not to exaggerate the significance of 
this evidence. Sometimes these academic studies are cited from the 
proposition that judges are purely political or ideological. The evi- 
dence doesn’t support that conclusion. It does, however, suggest 
that like human beings, judges’ strongly held views about policy 
might influence their judgments about, for example, whether an 
agency has offered enough evidence in support of a potentially de- 
batable conclusion. Now that would be the nature of the evidence. 
It is certainly by no means conclusive. But there have now been 
numerous studies searching for these so-called ideological or panel 
effects, and although they are not uniform, they do seem to keep 
coming up over and over again in the data that exists. 

Mr. Quigley. Mr. Francisco you seem to have perked up when 
I asked that question. I just want to get your reaction, Mr. Warren, 
as well. 

Mr. Francisco. Well, Congressman Quigley, I make my living 
appearing before judges. I think every judge is eminently fair be- 
fore I make my case. After I make my case, I think half of them 
are fair. 

That being said, I think to the extent that there is some kind of 
tilt based on a judge’s political preferences, it may reflect the fact 
that the standards that govern their decision making are simply 
too ambiguous. Take standard Chevron deference, for example. If 
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judges are to uphold an agency regulation to the extent it reflects 
a, quote, permissible reading of the statute, that is a quite vague 
and open-ended statute. And when you invite judges to engage in 
that kind of open-ended and discretionary review and you give that 
much leeway to the agencies, you invite a certain amount of other 
issues creeping into the judicial decision-making process. 

Mr. Quigley. Mr. Warren? 

Mr. Warren. Yeah. I think it is an interesting question. But I 
think it is more a product of how messed up the agency process is 
today in judicial review. As a lawyer, I want a judge who will prohe 
and go in-depth into the record, whether he is a Democrat or a Re- 
publican. I really don’t care. I just want to get to the heart of the 
matter. 

Let me try to explain to all of you who are lawyers exactly what 
the administrative process today is like. To think of it as simple 
and straightforward and quick is just not true. It takes years and 
years and years, comments by the millions of pages are filed. Agen- 
cies have an obligation under this process-oriented judicial review 
to give an answer to every case. This takes man-years of work by 
agencies to assemble a record which can withstand judicial review. 
And then judicial review takes place under this very amorphous 
process that has very little to do with the heart of the matter, what 
is really the critical evidence. 

What I am suggesting is a modification which would focus in on 
what is really important, and that would enhance I think judicial 
review and enhance the ability of the executive branch to focus in 
on what is really important. 

I think the problem with judicial review is that it is insufficiently 
substantive. It is not just the question of Chevron deference but it 
is the question of understanding what it is that is at issue. 

Let me give you another comparison. And that is, we have an- 
other form of regulation. It is called the tort system. It is civil liti- 
gation. In the tort system, the Supreme Court has now gone to 
great lengths to make sure that the evidence on which toxic torts 
or other major class-action litigation, for example, is conducted at 
the highest levels of scientific and technical expertise. That is one 
form of regulation. It seems crazy not to apply the same kinds of 
rigor to the evidence which is being utilized by the agencies to im- 
pose enormous costs on society. 

Mr. Quigley. Thank you, Mr. Chairman. My time is up. 

Mr. Gowdy. I thank the gentleman from Illinois. 

Mr. Warren, perhaps I was asleep during law school when the 
peanut butter case was taught, because my two colleagues to the 
left are both much more familiar with it than 1. The peanut butter 
case, are you familiar with it? And is there another version? 

Mr. Warren. Yeah. I am aware of the peanut butter case. This 
has to do with afiatoxin, which is a carcinogen which naturally oc- 
curs in peanuts and in some other crops. Now I am not sug- 
gesting — and I agree with those who suggest that this kind of long, 
drawn-out process is inefficient and inappropriate. We have had 
formal proceedings, for example, under the old Federal Power Com- 
mission Act that went on for months and months and years and 
years. And I think that is not right and not what we want to do. 
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I have suggested in my testimony that what we should he focus- 
ing on is not all rules. Most rules, I think, are going to he governed 
by section 553 of the APA. Instead, let’s talk about the major rules, 
the major rules that pass that $100 million hurdle that lead to 
scrutiny by the executive branch under the OIRA process. Then I 
think with respect to those rules, we should be asking the agency 
to say what is it really centrally that you are relying on. And I give 
examples in my testimony of three cases that I have litigated 
where it is pretty easy to see what is the central evidence. 

And that is what we should be focusing our attention on. That 
is the evidence that parties ought to be able — and I am not just 
talking about regulated parties, I am talking about public interest 
groups and environmental groups who have an equal interest in 
seeing — and this goes to the question of deregulation. They have an 
equal interest in seeing that the public interest is served. And so 
they have the same opportunity to seek to cross-examine, and that 
process has to be governed by some hearing officer who says yes 
or no and gives the reasons for saying yes or no to cross-examina- 
tion, so that we don’t have the excesses that occurred in the 1950’s 
and into the 1960’s which gave rise to Florida East Coast Railroad 
and Vermont Yankee. 

Mr. Gowdy. Professor Stephenson, where in the hierarchy of con- 
stitutional rights would you list the right to confront? 

Mr. Stephenson. The right to confront in the context of a crimi- 
nal trial? 

Mr. Gowdy. Just the right to confront. 

Mr. Stephenson. I am not sure how I would answer the question 
where in the hierarchy I would list it. Clearly, in a criminal case, 
the defendant has a right to confront the witnesses against him. 
And that is clearly an constitutional right that I would view as ab- 
solutely important. 

Mr. Gowdy. And why is the right to confront so important? 

Mr. Stephenson. Not being a constitutional historian, especially 
not one who focuses on the history of criminal procedure, I would 
be reluctant to give an off-the-cuff 

Mr. Gowdy. Oh, come on. You are a law professor. You know ev- 
erything. 

Mr. Stephenson. Alas, no. 

Mr. Gowdy. Do you agree with Irving Younger that the single 
best way to elicit the truth is through the power of cross-examina- 
tion? 

Mr. Stephenson. No, I don’t think I agree with that. 

Mr. Gowdy. Would you agree that we use it for things as simple 
as determining whether or not the light was red or green, and 
things as complex as whether or not there is a DNA match? 

Mr. Stephenson. We certainly do use it for those purposes, abso- 
lutely. 

Mr. Gowdy. And it is almost without limitation in the criminal 
context because it is so good at getting out the truth. We even 
make victims of domestic violence or child abuse come and testify 
in front of their punitive or alleged attacker because we believe in 
the power of confrontation, right? 

Mr. Stephenson. Yes. But with an important qualification, if I 
may. Many of the people who have engaged seriously these issues 
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that you are raising about the value of cross-examination have 
drawn a distinction between different contexts and have empha- 
sized the importance of the procedures that we use for getting at 
the truth being appropriately tailored to the context. So there are 
certain contexts where cross-examination, at least historically, has 
been thought to be extremely valuable for the reasons that you sug- 
gest, although I am not aware of systematic study that would cor- 
roborate that intuition. But in other contexts, we don’t rely on that 
kind of adversarial cross-examination. 

For example, when scientists are engaged not in necessarily 
science for regulation, but the process of academic science, they 
don’t necessarily use oral adversarial cross-examination to get to 
the root of those scientific issues. That doesn’t mean that they don’t 
debate, often rigorously or passionately. But they don’t necessarily 
use the form and trappings of a civil or criminal trial. Now, wheth- 
er that is right or not, I am not certain. 

But I guess what I would say is that whenever we need to find 
the right method to lead us to the truth, we need to be sensitive 
to the context. There are not very many systematic studies of the 
agency rulemaking process about what methods are best associated 
with that context. 

The one with which I am most familiar was a study that my 
former boss, then-professor, now-Judge Steven Williams conducted 
of hybrid rulemaking in the 1970’s. It didn’t have a lot of data. He 
looked at a handful of cases. But his analysis led him to conclude 
that it wasn’t very well-suited for that process. But I can’t say that 
I know for sure. 

Mr. Gowdy. Mr. Francisco, I wanted to ask you your thoughts 
on the power of cross-examination as a tool by which to get at the 
truth. But the red light prevents me from doing it. Hopefully you 
will have an opportunity to weigh in on that if you choose. 

And I would recognize the gentleman from Michigan, Mr. Con- 
yers. 

Mr. Conyers. Well I would ask unanimous consent the Chair- 
man have an additional minute to pose that question — it is an im- 
portant one — to Mr. Francisco. 

Mr. Gowdy. I thank you, Mr. Conyers and Mr. Quigley. Mr. 
Francisco, your thoughts on the power of cross-examination as the 
best means by which to elucidate the truth? 

Mr. Francisco. Thank you, Mr. Chairman. I think it is an ex- 
traordinarily powerful tool. As Professor Stephenson explained, 
often in the administrative process you do have extensive records. 
But that kind of extensive paper record provides a very useful way 
for masking the flaws often underlying the science that underpin 
regulations. It is very easy for the stakeholders to submit extensive 
comments and suggest enormous numbers of flaws in the regu- 
latory process and then have an agency just, almost as it is hand- 
ing down a ruling from on high, give it the back of the hand and 
say. We have considered it, we disagree, here is the rule. 

It is a lot different when you have got somebody sitting on the 
stand. And when somebody sitting on the stand knows that they 
are going to have to answer direct questions about the quality of 
their analysis, I can virtually guarantee you that the quality of 
that analysis on average is going to rise dramatically. 
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You need only compare the type of expert report and expert wit- 
nesses that you see in high stakes litigation to the types of regu- 
latory impact analyses and cost-henefit analyses that we see that 
the agencies issue in conjunction with regulations. And the dif- 
ference is night and day. So I think that cross-examination is very 
important in this context. 

Mr. Gowdy. Thank you, Mr. Francisco. At this point I would rec- 
ognize the gentleman from Michigan, Mr. Conyers. 

Mr. Conyers. Thank you. Chairman Gowdy. 

Mr. Francisco, you have represented tobacco companies; isn’t 
that correct? 

Mr. Francisco. Yes, Your Honor. Yes, Congressman. 

Mr. Conyers. And you have had an opportunity to challenge the 
rulemaking process yourself as a part of your job as counsel? 

Mr. Francisco. Yes, sir. One of my jobs is to advise companies 
in the rulemaking process. 

Mr. Conyers. So this is what Chairman Gowdy meant about “job 
creation.” This is a great way to create jobs for lawyers, because 
I know Professor and Attorney Warren has been to court more than 
once on the rulemaking process because I am looking at the cases. 

Mr. Warren. Yes. 

Mr. Conyers. You said “yes.” Okay. It is kind of curious to me 
that the two witnesses for this event are distinguished lawyers, one 
almost two generations in the practice of law and teaching, maybe 
one of the highest Ranking Members of his law firm. Do you have 
a particular title inside Kirkland? 

Mr. Warren. No, I really don’t anymore. But you are right; I 
have been around a long time. 

Mr. Conyers. What was your title? 

Mr. Warren. Well, at various points in time I was a partner. I 
have been a partner of the firm since 1975. I am now sort of semi- 
retired. 

Mr. Conyers. Sure. 

Mr. Warren. So I no longer have that title. 

Mr. Conyers. Well, what I am trying to demonstrate here is that 
it is sort of curious to me that — we want to make this a more effec- 
tive and fair way to come up with rules, and yet you are the one 
that said that anyone that says this is a simple, straight-forward, 
and quick way to do it — the way we are doing it — is just not true. 
Now, will you name me one person that ever said that? 

Mr. Warren. I am not sure I quite understand the question. 

Mr. Conyers. Well, the question is that you said that — this is 
your quote. 

Mr. Warren. Right. 

Mr. Conyers. I have got the stenographer here to help us out. 
Anyone that thinks that this is a simple, straight-forward, and 
quick way to deal with agency regulations, it is just not true, right? 

Mr. Warren. Yes. 

Mr. Conyers. Is that correct? 

Mr. Warren. Yes. 

Mr. Conyers. Okay. Now, will you tell me one person that ever 
made that allegation? 

Mr. Warren. Yeah. I think so. I mean 

Mr. Conyers. Name him. 
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Mr. Warren. Well, let me state the point. 

Mr. Conyers. No. No. Name who it is. 

Mr. Warren. Well, look at 

Mr. Conyers. Name somebody. 

Mr. Warren. I am going to. Richard Pierce. And you look at the 
back end 

Mr. Conyers. Richard Pierce said this? 

Mr. Warren. Yes. Let me read a quote that 

Mr. Conyers. You don’t have to read it. I just want his name. 
Okay. That is enough. 

How many people in your firm, even though you are semi-re- 
tired — well, I will tell you, 1,500 people. Maybe it is more by now. 

Mr. Warren. That is about right. 

Mr. Conyers. Yeah. And you have offices all over the world? 

Mr. Warren. That is correct. 

Mr. Conyers. Right. How many people in your firm? Can I help 
you with that a little bit? 

Mr. Francisco. Yes, sir. 

Mr. Conyers. Two-and-a-half thousand lawyers working in 
Jones, right? 

Mr. Francisco. I think that is about right. 

Mr. Conyers. Yeah. And you have offices all over the world. 

Mr. Francisco. Yes, sir. 

Mr. Conyers. And you are here now telling us that because law- 
yers should have a chance, as the Chairman said, the right to con- 
front, to cross-examine like they do in child abuse and molestation 
cases, they should have the same right in trying to determine agen- 
cy rules. Do you agree with that? 

Mr. Francisco. I agree that the 

Mr. Conyers. Do you agree with that? 

Mr. Francisco. I agree that the right to cross-examine wit- 
nesses — 

Mr. Conyers. Do you agree with that? Do you agree with that? 

Mr. Francisco. Obviously, yes. 

Mr. Conyers. You said yes? 

Mr. Francisco. The right to cross-examine witnesses 

Mr. Conyers. Do you agree with it? 

Mr. Warren. I think my testimony suggests that the right to 
confront evidence should be limited to those things that are central 
to the rulemaking, and I give examples of what I think that means, 
and I give examples within my experience where that has worked, 
worked well, and made the agency process more efficient. 

Mr. Conyers. Thank you. Mr. Chairman, can I have 1 additional 
minute? 

Mr. Gowdy. Without objection. 

Mr. Conyers. Thank you, sir. Will you name me any agency of — 
creation of rulemaking for any agency that you think that the proc- 
ess that has been suggested by our distinguished Chairman would 
have been superior to the one that was used? 

Mr. Warren. Can I speak to that? 

Mr. Conyers. Yes. 

Mr. Warren. Yes. 

Mr. Conyers. Name it, then. 
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Mr. Warren. Yes. I would say the Occupational Safety and 
Health Administration, the procedure employed in the benzene 
case which I argued 

Mr. Conyers. The benzene case? 

Mr. Warren. The benzene case which is contained as an attach- 
ment to my testimony. The very fact that I was able to cross-exam- 
ine, not everybody, not — and just the central scientific evidence en- 
abled Justice Stevens in his opinion, which I invite you to read, to 
deal with the substance of what was at issue in a very thorough 
and thoughtful way. Without cross-examination, without my oppor- 
tunity — 

Mr. Conyers. All right. So what you are saying is that this is 
a great way for lawyers to get into the act. Do you have any cases 
that — do you have one case you can name, not a list of them which 
I normally ask for, name me one case. 

Mr. Francisco. That would? 

Mr. Conyers. That this method would have been superior to the 
one that is being used now. 

Mr. Gowdy. If you want to answer the question briefly, you can. 

Mr. Conyers. Well, just one sentence. 

Mr. Francisco. There is not a specific case that 

Mr. Conyers. You don’t have a case. 

Mr. Francisco. In general, I think that it is something that im- 
proves the decision-making process, which is why we use it 

Mr. Conyers. I get your drift. Thank you very much, Mr. Chair- 
man. 

Mr. Gowdy. Thank you, Mr. Conyers. 

I want to thank, again, the panel. For someone who had never 
looked at the Administrative Procedures Act until 5 months ago, I 
can’t think of three better people to help on that. And I applaud 
your knowledge, your collegiality, and politeness toward one an- 
other and toward us, and thank you for your time and your exper- 
tise. It is a treasure to be able to have folks with this kind of acu- 
men come and testify before the various Subcommittees of Con- 
gress. 

So, without objection, all Members will have 5 legislative days to 
submit to the Chair additional written questions for the witnesses, 
which we will forward and ask the witnesses to respond to as 
promptly as they can so their answers may be made part of the 
record. 

Without objection, all Members will have 5 legislative days to 
submit any additional materials for inclusion in the record. 

With that, again, I thank the witnesses. The hearing is going to 
be adjourned in just a moment. I would personally like to come 
shake your hands and thank y’all for your testimony at the conclu- 
sion. I won’t keep you too long. Hearing is adjourned. 

[Whereupon, at 5:02 p.m., the Subcommittee was adjourned.] 
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Response to Post-Hearing Questions from Edward W. Warren, P.C., 
Kirkland & Ellis, LLP 


Questions for Edward W. Warren 


From Mr. Coble 

1 . At the Subcommittee hearing, you were asked to identify one person to support your 
statement, “To think of it [i e., the administrative process today] as simple and 
straightforward and quick is just not true.” 

a. You identified Richard Pierce in response to this question. Can you provide the 
quote from Richard Pierce that you offered to give at the hearing? 

Response : The citation to the quote is found at note 41 to my testimony. Professor Pierce’s 
point is that in the wake of Vermont Yankee, courts have effectively substituted APA Section 
553’s requirement of adequate reasoning (essentially the holdings of Slate Farm and Overton 
Park) for the 'pre-Vermont Yankee procedures, and that the net result is a very cumbersome 
agency process. The massive records — including literally hundreds of pages required to respond 
to public comments — has slowed rulemaking “to the point of near paralysis.” Richard J. Pierce, 
Jr., the Rule of the Judiciary in Implementing an Agency theory of Government, 64 NYU. L. 
Rev. 1239, 1265 (1989). In short, the whole notion that today’s mlemaking process is in any 
sense streamlined or ideal is simply wrong. 

b. Is Professor Stephenson’s description of the notice-and-comment process as 
“heavily proceduralized” and “somewhat akin to a paper hearing” also supportive 
of your above-quoted statement? 

Response : Professor Stephenson’s description is consistent with Professor Pierce’s point. My 
proposal would actually lead to a more effective and streamlined mlemaking process by adding 
procedures that would focus attention on the few issues that really matter in major ralemakings 
— especially in the case of health, safety, and environmental regulations issued by EPA, OSHA, 
NHTSA, and similar agencies. 

2. In your written testimony you observe that “the APA was enacted in reaction to the 
perceived excesses of New Deal agencies,” and that the “current mlemaking system, 
especially for major rales which matter most, is broken.” 

a. How have you seen agencies commit excesses and abuse their power in the course 
of your career? 

Response : There are many examples of agency mles in which the benefits are minimal and the 
costs are excessive. Professor Cass Sunstein, currently head of the Office of Infomiation and 
Regulatory Affairs (“OIRA”) within the White House, has acknowledged “characteristic 
pathologies of modem regulation — myopia, interest group pressure, draconian responses to 
sensationalist anecdotes, poor priority setting, and simple confusion.” Richard H. Pildes & Cass 
R. Sunstein, Reinventing the Regulatory Stale, 62 U. CHI. L. Rrv. 1,4(1 995). Stephen Breyer, 
before joining the Supreme Court, also recognized that agencies may regulate “risk ... so small 
as to be virtually meaningless.” Strphrn Brryrr, Brraking Thr 'VICIOUS Cycrr: Toward 
Ei'IRC I IVR Risk Rkculation 10, 13 (1993). Professor Kip Viscusi has documented this point. 
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as have many others. See, e.g., W. Kip Viscusi, Regulating the Regulators, 63 U. Chi. L. Rhv. 
1423 (1996). 

b. What are some of the worst examples of how the system is broken now? 

Response : There are many examples to choose from. Let’s start with two recent examples. The 
NHTSA acknowledged that its Roof Strength Rule has negative “net benefits,” i.e., its costs 
exceed its benefits, but promulgated the rule anyway. See 74 Fed. Reg. 22,348, 22,377-78 (May 
12, 2009). Even more troubling, EPA’s Endangerment Rule in support of regulating C02 
emissions provides no cost-benefit analysis at all. See 74 Fed. Reg. 66,496 (Dec. 1 5, 2009). 

In my experience, such agency overreaching is common, especially in the case of health, safety, 
and environmental rules. All three of the decided cases cited in my testimony — EPA’s failure to 
suspend auto emission standards, OSHA’s benzene rule, and EPA’s asbestos rule under TSCA — 
are examples of agencies relying on shaky science and unsupportable projections or failing to 
consider risk tradeoffs. 

Other examples, focusing only on my personal experience as a practitioner, include EPA’s 
asbestos in schools rule, see 52 Fed. Reg. 41,846 (Oct. 30, 1987), which was promulgated 
despite the fact that removing asbestos poses more risk to removal workers and school personnel 
than does leaving it in place. I litigated and lost a case challenging those regulations because of 
the deference paid to an agency’s scientific findings — findings which 1 had no opportunity to 
cross-examine. See Safe Bldgs. Alliance v. ERA, 846 F.2d 79 (D.C. 1988). Under the proposal I 
have outlined, things would have been different. 

Numerous NHTSA CAFE rules, see, e.g., 75 Fed. Reg. 25,324 (May 7, 2010), also demonstrate 
that the system is broken. CAFE standards have almost no positive effect in reducing fuel 
consumption while adding auto safety risks (downsizing cars and trucks) and impairing the 
competitiveness of the US. auto industry. See, e.g., Hal J. Singer & Robert W. Crandall, Don 't 
Drink the CAFE Koot-Aid, Wall St. J., Sept. 3, 2007, available at 

http:.'7ww'w.brookinas.edu/opinions/2007,''0906business Crandall. aspx ; Robkk'I'W. Crandai.i, L7' 
,41., Regulating the Automobile (1986). 

Likewise, EPA’s revision of the ozone ambient air quality standard both in 1997, see Area 
Designations for 1997 Ground-level Ozone Standards, 

http if'AvwAV. epa. eov/cl Q.''desi anati ons/ 1 997standards/rees, htmtf 2 (listing “all regulatory actions 
related to the 1997 8-hour ozone standard”), and currently, see National Ambient Air Quality 
Standards for Ozone, 75 Fed. Reg. 2,938 (Jan. 19, 2010), are examples of a broken system. 
Indeed, even the White House has recognized that such regulation is not cost-justified. See 
Deborah Solomon & Tennille Tracy, Obama Asks EPA to Pull Ozone Rule, WALL St. J., Sept. 3, 
2011, available at http://online.wsi.eom/article/SB10001424053 1 119047166045765464 
(' 2001)22 160891 7 28. iitml. 1 litigated a challenge to the ozone standards and lost in the Supreme 
Court, see Whitman v. American '! rucking Assns., Inc., 53 I U.S. 457 (2001), because the Court 
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concluded that costs were irrelevant under the Clean Air Act, see id. at 471 (“The [statute] 
unambiguously bars cost considerations from the NAAQS-setting process . . . 

3. You suggest that the presiding officer should be required to make a written decision 
with respect to each and every contested question presented by regulated parties or 
interested persons. Would this kind of record help courts significantly when they 
review agency decisions? 

Response : Yes, this requirement would focus the court on the evidence that really matters — 
separating the wheat from the chaff In my experience, most of today’s massive rulemaking 
records consist almost entirely of chaff The evidence that really matters often gets lost. My 
proposal would provide focus for the agency, OIRA, and reviewing courts. The net result would 
be better regulations, more focused records for judicial review of major rules, and a shorter — not 
longer — process from start to finish. 

4. You testify that the party in control of a particular piece of evidence should have the 
burden of proof as to that piece of evidence. Is it too much to ask that an agency 
should bear the burden of showing that the few key facts or scientific studies it is 
relying on to make a major rule are reliable and amount to “substantial evidence” 
supporting the proposed rule? 

Response : No, it is not too much to ask. That is, of course, the essence of my proposal. Courts 
have asked and should always ask for agencies to bear the burden of putting forward reliable 
scientific evidence and to support all assumptions and projections from the available evidence. 
See ItidjLS. UtiionDep AFL-CIO v. Am. Petroleum hist.. 448 U.S. 607, 653 (1980) (“[Tjhe 
burden was on the Agency to show, on the basis of substantial evidence, that it is at least more 
likely than not that long-term exposure to 10 ppm of benzene presents a significant risk of 
material health impairment.”); Corrosion Proof Fittings v. EPA, 947 F.2d 1201, 1214 (5th Cir. 
1991) (“The burden remains on the EPA, however, to justify that the products it bans present an 
unreasonable risk, no matter how regulated.”); hit ’/ Harvester v. Ruckel.shaiis, 478 F.2d 61 5, 632 
(DC. Cir. 1973) (“EPA’s burden of proof’). Whether viewed from the standpoint of substantial 
evidence or arbitrary and capricious review, agency decisions that rely on weak scientific and 
technical evidence or unsupported assumptions should fail judicial review. My proposal is 
aimed at improving — through carefully limited cross-examination — those regulations that fail 
this test. Stated another way, major agency rules that fail to provide proven benefits exceeding 
costs would not pass muster. 

From Mr. Cohen 

5. Professor Stephenson states that “there is no systematic evidence demonstrating that 
adversarial oral cross-examination is the most effective tool for making sound 
scientific or policy judgments on general issues of the sort addressed in most 
rulemakings.” 


Can you point to any such evidence? 
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Response : Our entire system of justice, including our Constitution, is based on the demonstrated 
premise that cross-examination is the greatest engine of truth-seeking available. T have given in 
my testimony examples from three major health, safety, and environmental rules where cross 
examination was allowed and proved very effective. We need look no further than the other 
form of regulation — namely, tort litigation — to see how essential and effective cross- 
examination of scientific and technical evidence can be. This point has been recognized time 
and time again by the Supreme Court in Dauhert it Merrell Dow Pharma., Inc., 509 U.S. 579 
(1993), and subsequent cases regarding the central role played by scientific testimony and cross- 
examination. 

6. Is there any need to address witness demeanor in the context of formal rulemaking? 

Response : Demeanor is really not the point of my proposal, although 1 can imagine instances in 
which demeanor could matter if the witness’s testimony is not credible. Rather than demeanor, 
my proposal focuses primarily on the substance of the evidence on which the agency relies and 
contrary scientific evidence that the agency often ignores. As in any other setting, forcing expert 
witnesses to defend their results and to explore its strengths and weaknesses, including any 
assumptions or projections that the witness or the agency has made, is the best way to arrive at 
the truth and to genuinely serve the public interest. In short, oral testimony and cross- 
examination in rulemaking, just as in the tort context, is the best means of probing the strength or 
weakness of studies, risk assessments, and similar evidence or projections. 

7. Would formal rulemaking, as Professor Stephenson notes, generate a greater role for 
attorneys in the rulemaking process? 

Response : Attorneys already play key roles in major rulemakings and subsequent judicial 
review. The role of attorneys in major rulemakings would change in certain respects under my 
proposal but 1 do not think their role would expand. Indeed, by focusing on the really important 
evidence — again separating the wheat from the chaff — rulemakings and judicial review would 
likely become more streamlined and, therefore, the role of attorneys (measured in billable hours) 
would be reduced. 

8. What is your response to Professor Stephenson’s contention that even minor FDA 
labeling rules subject to formal rulemaking can result in a process that can take close 
to a decade? 

Response : Under my proposal that would not occur because cross-examination would be 
carefully limited using the methods the best federal judges employ in focusing cross-examination 
in major tort cases. 

9. What is your response to Professor Stephenson’s assertion that “slowing down the 
rulemaking process does not necessarily privilege non-regulation, but rather 
privileges the status quo”? 

Response : I disagree that my proposal would slow down the rulemaking process. 1 also disagree 
that it favors the status quo. Most examples of deregulation would not qualify as major rules. 

The current examples of deregulation recently touted by OIRA head Cass Sunstein exemplify 
that point. See Cass Sunstein, Washinglon Is EUminaling Red Tape, WALL ST. J., Aug. 23, 2011, 
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available at 

htlp://'online,wsi. com/article/SB 10001424053 I 1 1903596904576518652783 IQi I90.hlinl . 

10. Where an Administration or an agency wants to scale back unnecessary or overly 
burdensome regulations, should that process be subject to fomial rulemaking? 

Response : No, not unless it qualifies as a major rule. 

11. Professor Stephenson states that the case law is “replete with e.vamples of judges 
getting basic statistical, scientific, or economic concepts badly wrong.” 

What is your response? 

Response : Of course judges can make mi stakes but, again, Dauhert and progeny show that, on 
balance, review of scientific evidence by judges and even juries improves the decision-making 
process. That is especially the case for heath, safety, and environmental rules, most of which are 
judicially reviewed by the D.C. Circuit. The judges on that Circuit are experts in administrative 
law and are uniquely adept as judges of scientific and technical evidence and testimony. 

12. On page 8 of your written testimony, you stated that major rules “call for the greatest 
expenditure of private sector resources,” and therefore recommended that more 
formal rulemaking procedures be used in their promulgation. However, the 
Congressional Research Service reported earlier this year that most of the 100 major 
rules issued last year were considered “major” for reasons other than compliance 
costs. (See CRS Report R41651.) These rules were major because they involved 
more than $100 million in annual transfers of federal funds (e g., grants, food stamps. 
Medicare reimbursements); consumer spending (e g., pursuant to setting migratory 
bird seasons); recovered fees (e.g., for passport applications and nuclear power plant 
inspections); and regulatory benefits (with costs expected to be less than $100 
million). Do you believe that these types of “major” rules should be subject to formal 
rulemaking procedures, or only those that impose $100 million in annual compliance 
costs? 

Response : My experience is with health, safety, and environmental rules which, in my 
experience, almost invariably qualify as major rules. But as you note from my testimony, major 
rules as a class “call for the greatest expenditure of private sector resources,” and hence 
presumptively should be treated the same way. In my judgment, major rules as defined by the 
various Executive Orders and reviewed by OIRA constitutes a workable rule-of-thumb for 
identifying those rules that should be subjected to the enhanced procedures set forth in my 
testimony. 

13. H R. 1432, the “Creating Sunshine, Participation, and Accountability for Our Nation 
Act,” would require formal rulemaking procedures for any rule issued pursuant to the 
Patient Protection and Affordable Care Act (P.L. 1 1 1 - 1 48). Do you support 
enactment of this legislation? 

Response : T would support enhanced procedures along the lines of my proposal for any rule 
Issued pursuant to the Patient Protection and Affordable Care Act that qualifies as a major rule. 
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14. On page 8 of your written testimony, you described the OIRA review process as “a 
closed process” that addresses agency compliance issues in a “non-transparent 
manner.” However, Executive Order 12866 contains numerous transparency 
requirements on rulemaking agencies and OIRA. For example, agencies are required 
to make available to the public all Information on a rule’s costs and benefits, and to 
identify for the public the substantive changes made at the suggestion or 
recommendation of OIRA. OIRA posts on its website when rules are submitted and 
cleared, the participants in all meetings about rules under review, and return letters 
describing why rules are sent back to the agencies for reconsideration. Documents in 
OlRA’s and the agencies’ rulemaking dockets provide other details about the review 
process. How, then, is this a “closed” or “non-transparenf’ process? 

Response : The OIRA process has improved over the years but it is still a process that relies 
primarily on a dialogue between agency staffers and OIRA officers. That process does not lead 
to a probing, in-depth review of scientific and technical evidence. My proposal is intended to fill 
that gap. 

15. On page 10 of your written testimony, you quoted Professor Richard Pierce as saying 
that the open-ended requirement of adequate reasoning was “delaying the 
policymaking process to the point of near paralysis.” You therefore concluded that 
the current rulemaking system, particularly for major rules, was broken, and 
suggested (among other things) that agencies use more formal rulemaking procedures 
for major rules. However, virtually every administrative law scholar for the past 70 
years has said that the use of formal rulemaking procedures would lead to even more 
paralysis. Why, then, do you believe otherwise- that formal rulemaking would 
remedy the current situation? 

Response : My testimony cites decisions by the leading administrative law jurists of the pre- 
Vermont Yankee era — Justice Frankfurter, Judge Friendly, and Judge Leventhal. Each was a 
leading administrative law teacher and scholar. See, e.g., Felix Frankfurter, The Task of 
Administrative Law, 75 U. Pa. L. Rhv. 614 (1927); Fhi.ix Frankfur i'HR & J. Forrhsi kr 
Davison, Cases And Other Materials On Administrative Law (1932); Henry J. Friendly, 
The Federal Adminislralive Agencies: The Need for Better Defniilion of Standards, 75 Harv. L. 
Rev. 863 (1962); Henry J. Friendly, Some Kind of Hearing, 123 U. Pa. L. Rev. 1267 (1975); 
Harold Leventhal, Principled Fairness and Regiilalory Urgency, 25 CASE W. RES. L. REV. 66 
(1974-1975). Leading judges of that era, both liberal and conservative, were experienced as 
practitioners and well-understood the value of cross-examination and careful evaluation of 
agency reasoning. See, e.g., Walter Holm N Co. v. Hardin, 449 F.2d 1009, 1016 (D.C. Cir. 

1971) (Leventhal, J.) (“[Tjhe oral hearing may be legislative in type, although fairness may 
require an opportunity for cross-examination on the crucial issues.”); Ethyl Corp. v. FPA, 541 
F.2d 1, 36 (D.C. Cir. 1976) (Bazelon, J.) (“There is no inconsistency between the deferential 
standard of review and the requirement that the reviewing court involve itself in even the most 
complex evidentiary matters; rather, the two indicia of arbitrary and capricious review stand in 
careful balance.”); Indus. Union Dept. v. Hodgson, 499 F.2d 467, 469 (D C. Cir. 1974) 
(McGowan J.) (“Congress — with no apparent awareness of anomaly — has explicitly combined 
an infonnal agency procedure with a standard of review traditionally conceived of as suited to 
formal adjudication or rulemaking”) (citations omitted). It is primarily from that perspective, 
echoing the wisdom of the pTS-Vermonl Yankee era, that I have testified before the 
Subcommittee and outlined my proposal for improving the rulemaking process for major rules. 
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Response to Post-Hearing Questions from Noel J. Francisco, Esq., Jones Day LLP 

QUESTIONS FOR NOEL FRANCISCO 

CCAL Subcommittee Hearing: “Formal Rulemaking and Judicial Review” 

May 31, 2011 

1. You acknowledge that Congress on occasion “passes a broad and open-ended law, 
leaving it to an Executive Branch administrative agency to ‘fill in the gaps’ through 
administrative regulation.” When agencies exercise that power and the courts 
accord deference to such agencies, you note that we risk “concentrating all three 
powers of government in the Executive Branch alone.” 

Isn’t the source of this problem Congress itself, through over-delegation of 
legislative authority, lack of specificity with respect to such delegation, or 
insufficient oversight of agencies? Would additional procedures solve the problem 
as you have articulated it? 

The problem I attempted to identify involves all three branches of our federal government: 
(I) Congress passes broad and open-ended laws; (2) the Executive Branch often 
interprets those laws expansively; and (3) the Judicial Branch defers to both (a) 

Congress’s original delegation, and (b) the Executive Branch’s interpretation. There are 
different ways to solve this problem. The one I attempted to elaborate upon in my 
testimony would have the judiciary engage in more rigorous review of the Executive 
Branch’s interpretations. This, in my view, will address both (1) and (2), since it will 
encourage Congress to pass laws with greater specificity and discourage the Executive 
Branch from engaging in overly expansive interpretations. 

2. When you were with the Bush Administration, did you advocate expanded use of 
formal rulemaking? 

During President George W. Bush’s Administration, I had the honor of serving in the 
Office of Counsel to the President and in the Department of Justice’s Office of Legal 
Counsel. I do not recall having had an opportunity to address the issue of formal 
rulemaking during that time. 

3. What accounted for the fact that the infamous peanut butter formal rulemaking 
took nearly a decade to reach a conclusion? 

1, unfortunately, am not suff ciently familiar with the details of the peanut butter formal 
rulemaking to comment on the many different factors that could have contributed to the 
length of time it took to reach a conclusion in that matter. 

4. If there are, as you allege, so many benefits of formal rulemaking, why hasn’t it 
been used more often? 

There are several reasons why formal rulemaking has not been used more often. For 
example, while the Administrative Procedure Act provides procedures for formal and 
informal rulemaking, formal procedures only apply when the agency’s authorizing statute 
explicitly requires them. See Uriiled Slates r. h'loridei Kasl Coast Ry. Co., 410 U.S. 224 
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(1973). Congress, however, rarely requires formal rulemaking. In addition, agencies 
generally prefer informal procedures as they accord agencies greater latitude by (a) 
allowing agencies to enact rules through less cumbersome procedures, and (b) subjecting 
their decisions to a lower standard of judicial review. There are likely additional reasons 
as well. 

5. You allege that courts “[o]ver time” have shifted “strongly toward deference and 
away from rigorous judicial review.” What accounts for this apparent shift? 

It is difficult to surmise why courts trend in certain directions over time, as such trends 
often reflect a combination of factors. But, particularly in the area of administrative law, 
it is entirely appropriate to revisit rules in light of experience — and, if necessary, to revise 
them. For example, shortly after the Subcommittee’s hearing. Justice Scalia, who 
authored the Supreme Court’s decision in Auer v. Rohhins, 519 U S. 452 (1997), which 
approved of a very deferential standard of review for agency interpretations of their own 
regulations, wrote that he has “become increasingly doubtful of its validity .” Talk 

America, Inc. v. Michigan Bell Telephone Co., S. Ct. , Nos. 10-313, 10-329, 2011 

WL2224429, at *1 I (June 9, 201 I) (Scalia, J., concurring). 

6. In your written and oral testimony, you indicated that you believe that formal 
rulemaking is a better method of getting at “the truth” than informal rnlemaking. 
However, the Administrative Conference of the United States recommended that 
Congress shonid not require procedures beyond informal rnlemaking, and should 
never require trial-type procedures for resolving qnestions of policy or fact. (ACUS 
Recommendation 72-5, Procedures for the Adoption of Rules of General 
Applicability, 38 Federal Register 19782, 1972.) Why do you disagree with the 
Administrative Conference on this point? 

As noted during my testimony, I believe that the ability to cross-examine witnesses has 
many benefits. First, it is a powerful means of identifying the strengths and weaknesses 
in a factual argument. Perhaps more importantly, it encourages more rigorous analysis, 
because potential witnesses will know that their conclusions will be subject to more 
careful scrutiny and agencies will know that their reasoning process will be on public 
display. In addition, the “substantial evidence” standard of judicial review, which applies 
to rules promulgated through formal procedures but not informal procedures, in my view, 
may strike a better balance between judicial deference and judicial review than does the 
“arbitrary and capricious” standard. 

7. Your written statement describes formal rnlemaking as “more rigorons and 
transparent than informal rnlemaking.” However, with the advent of electronic 
dockets at regulations.gov and other transparency mechanisms, the public has 
access to all of an agency’s informal rulemaking nnderlying data, cost-benefit 
analyses, pnblic comments, changes made at OMB’s snggestion or recommendation, 
and a host of other materials. In contrast, formal rulemaking wonid only provide 
access to these kinds of materials to a much smaller “public” (lawyers), and certain 
rulemaking requirements (e.g., analyses nnder the Regulatory Flexibility Act and 
the Unfunded Mandates Reform Act) wonid no longer be applicable becanse they 
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apply only when the agency is required to publish a notice of proposed rulemaking. 
Therefore, with regard to the general public, why do you helieve that formal 
rulemaking would be more transparent than informal rulemaking? 

Certain aspects of formal rulemaking procedures provide for greater “transparency” in 
the sense that they provide a more robust mechanism for understanding and analyzing the 
factual underpinnings of an agency’s policies. In particular, only formal rulemaking 
allows for the direct testing of an agency’s evidentiary support in a public forum through 
cross-examination. However, given that formal rulemaking procedures have been rarely 
used, it is possible, as this question presupposes, that such procedures may warrant 
modification in order to take advantage of technological developments. 

8. H.R. 1432, the “Creating Sunshine, Participation, and Accountahility for Our 
Nation Act,” would require formal rulemaking procedures for any rule issued 
pursuant to the Patient Protection and Affordable Care Act (P.L. 111-148). Do you 
support enactment of this legislation? 

I believe that there are advantages to adopting certain aspects of formal rulemaking, most 
notably the greater transparency and more rigorous standard of review that accompany 
these procedures. As reflected in my testimony, there are different ways to realize such 
benefits. T defer to the Subcommittee on how best to balance the various competing 
concerns. 

9. It seems that the public’s trust in government, or at least in the federal government, 
is as low as it has ever been. You testify that “rigorous and transparent adherence 
to administrative processes serve to enhance the democratic legitimacy of 
regulations.” What are the most important reasons we need to make sure that 
agency rules have democratic legitimacy? 

Unlike the President and Members of Congress, agency secretaries, deputy secretaries, 
assistant secretaries, and other political and career agency officials do not stand for 
election. Thus, they are not directly subject to democratic checks. Increased 
transparency and adherence to process, however, in combination with the democratic 
checks that exist on the President and Members of Congress, can allow the public to have 
meaningful input on the rules and regulations promulgated by agencies. This is important 
because the rules and regulations promulgated by agencies often have as much impact 
upon the lives and livelihoods of the American citizenry as do laws duly enacted by 
Congress and signed by the President. 

10. Employers need to know how an agency will apply a regulation, so they can have the 
confidence to take steps that will create jobs. Ambiguous regulations foster 
uncertainty and discourage private enterprise. How in your experience does the 
standard of review given by the Supreme Court in Seminole Rock, and re-affirmed 
in Auer, give agencies the incentive to make ambiguous regulations? 

Justice Scalia, the author of the Supreme Court’s opinion in Auer, well summarized the 
potential problems with Auer in his recent concurring opinion in Talk America Inc. v. 
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Michigan Bell Telephone Co., _ S. Ct. Nos. 10-3 13, 10-329, 2011 WL2224429, at 
* 1 1 (June 9, 201 1), in which he stated that he has “become increasingly doubtful of 
[Aner's,] validity.” Justice Scalia explained: 

Deferring to an agency’s interpretation of a statute does not 
encourage Congress, out of a desire to expand its power, to enact 
vague statutes; the vagueness effectively cedes power to the 
Executive. By contrast, deferring to an agency’s interpretation of 
its own rule encourages the agency to enact vague rules which give 
it the power, in future adjudications, to do what it pleases. This 
frustrates the notice and predictability purposes of rulemaking, and 
promotes arbitrary government. The seeming inappropriateness of 
Auer deference is especially evident in cases such as these, 
involving an agency that has repeatedly been rebuked in its 
attempts to expand the statute beyond its text, and has repeatedly 
sought new means to the same ends. 

Id. For further discussion of this issue, I would recommend the article relied upon by 
Justice Scalia in his Talk America concurrence. See John F. Manning, Con.slilulional 
Structure and .Judicial Deference to Agency Interpretations of Agency Rules, 96 Colum. 

L. Rev. 612 (1996). 

11. The Baltimore Gas <£ Electric standard of review gives agencies the incentive to 
dress their decisions up in scientific and technical terminology, to discourage courts 
from looking too closely at the evidence. What can Congress do to prevent agencies 
from abusing this standard? 

As I discussed during my testimony, one possibility that some commentators have 
suggested would be to streamline the applicable standards of deference. Under this 
approach, Skidmore deference would apply to agency interpretations unless Congress has 
explicitly delegated lawmaking authority, in which case Chevron deference would apply. 
Accordingly, the other standards currently employed by courts, such as A/,/cr and5G'£, 
would be eliminated as unnecessary. 

12. Skidmore yi AS decided in 1944, and the APA was adopted in 1946. You describe in 
your testimony how over the years “courts have become increasingly deferential to 
agency interpretations of the law.” What would be some of the benefits to restoring 
more effective, thorough standards of judicial review than courts currently employ? 

As I discussed during my testimony, perhaps the largest benefit is that effective judicial 
review prevents an undue concentration of power in a single branch of government. The 
purpose of judicial review of agency action, after all, is not to increase judicial power, but 
to ensure that Congress has an appropriate role in the policymaking process. In addition, 
if agencies understand that their decisions will be subject to more significant review, they 
will have greater incentives to undertake more rigorous analysis when promulgating 
those rules in the first place. 
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13. You note that under Chevron “some courts have held that courts should defer to an 
agency’s determination of whether it has regulatory jurisdiction in the first place.” 
How do you think a court should approach this question? 

Chevron is based on the principle that when Congress delegates to an agency the power 
to promulgate rules implementing a statute, this delegation carries with it the power to 
resolve ambiguity in the statute in a reasonable manner. However, the question is 
considerably different where the ambiguity involves whether or not Congress intended to 
confer regulatory jurisdiction in the first place - or, put another way, whether Congress 
has actually delegated power over the subject matter to the agency. In such 
circumstances, in my view, courts should rigorously analyze an agency’ s assertion of 
regulatory jurisdiction in the first instance to ensure that it is consistent with 
congressional intent. 
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Response to Post-Heaeing Questions from Matthew C. Stephenson, 
Professor, Harvard Law School 

Matthew C. Stephenson 

Testimony to the House Judiciary Committee’s Subcommittee on Courts, 
Commercial and Administrative Law 

Answers to Members’ Additional Qnestions for the Record in Connection with the 
May 31, 2001 Hearing on “Formal Rnlemaking and Judicial Review: Protecting 
Jobs and the Economy with Greater Regulatory Transparency and Responsibility” 

June 24, 2011 

1. In yonr prepared statement, you indicate that there is “disturbing evidence 
that judges’ personal policy preferences play a greater role than they should 
in evalnating agency regnlations.” Could you please expand npon what this 
evidence consists of? 

The evidence that judges’ policy preferences influence their evaluation of legal 
challenges to agency regulations consists primarily of studies finding that there are 
systematic differences in the voting patterns of judges appointed by Republican 
presidents and judges appointed by Democratic presidents. (The finding is actually a bit 
more subtle: It seems, from the weight of the evidence, that judicial panels in which a 
majority of the judges are Democratic appointees behave differently from panels in which 
a majority of the judges are Republican appointees. Moreover, ideologically 
homogeneous panels - those in which all the judges were appointed by presidents from 
one of the two parties - behave differently than panels that contain at least one 
“minority” judge, appointed by a president of a different party.) Some of these studies 
look for correlations between judicial votes between judicial partisan affiliation and the 
substance of judicial rulings (for example, treating a finding in favor of an environmental 
advocacy group as a “liberal” outcome and a finding in favor of an industry group as a 
“conservative” outcome) and typically find a correlation between the political ideology of 
the President who appointed a given judge and the liberalism or conservatism of that 
judge’s subsequent votes. 

Taken together, this body of evidence suggests that there are real and significant 
differences in how Democratic and Republican appointees vote in cases involving review 
of agency regulations, and that these differences seem to track what we might think of as 
a stereotypical difference between “liberal” and “conservative” political ideologies or 
regulatory philosophies. 

It is important not to overstate or distort what these studies actually show. The 
evidence does not support the proposition that judges are “ideologues,” or that they are 
unconstrained by law. The evidence does not show that Democratic and Republican 
appointees always vote differently, nor does it show that Democratic judges always take a 
stereotypically “liberal” position while Republican judges always take a stereotypically 
conservative position. Often judges of different political backgrounds agree - indeed, 
they agree more often than they disagree. Moreover, there is a great deal of 
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heterogeneity among judges, even among judges who were all appointed by the same 
President. 

Nonetheless, the evidence does seem to support the proposition that judges’ political 
ideologies influence their disposition of cases involving review of agency regulations. 
Perhaps this is inevitable to some degree: Many of the prevailing standards of review in 
administrative law call for an inquiry into the “reasonableness” of an agency’s decision, 
and it is not all that surprising that one’s assessment of reasonableness may be influenced 
by one’s own views of sound policy. Yet the consistent evidence that judges’ political 
ideology influences their decisions - even in contexts where the law would seem to leave 
little room for discretionary policy judgments - may be cause for concern. 

A number of the studies showing the affect of partisan affiliation on case decisions in 
the administrative law context are cited and summarized in the following book chapter: 
Matthew C. Stephenson, “Statutory Interpretation by Agencies,” in Research Handbook 
on Public Choice and Puhlic I.aw (Daniel A. Farber & Anne Joseph O’Connell, eds. 
2010), pp. 306-307. 


2. You note in your prepared statement that “very few statutes use the precise 
‘on the record after opportunity for an agency hearing’ language” that 
would trigger formal rulemaking requirements. Although Congress clearly 
has the power to require formal rulemaking in any statute pertaining to 
agency rulemaking, why has this power been so rarely invoked? 

The reason seems to be that by the late 1970s, or at least by the early 1980s, a broad 
bipartisan consensus had emerged that the formal rulemaking process was not well-suited 
to the sorts of complex regulatory decisions that make up the bulk of agency rulemaking 
activity. In those few instances where Congress had mandated full-blown formal 
rulemaking, the results were bad enough - and Congress got enough complaints from 
constituents and the executive branch - that the requirements were often scaled back or 
dropped entirely. 

The most prominent example of this is the Food and Drug Administration’s food 
labeling rules. As was noted in the hearing, the FDA used to be required to use a formal 
rulemaking process to make or alter food labeling rules. The result was an absurd degree 
of inefficiency, exemplified by the famous “peanut butter case,” in which the FDA’s 
decision to increase the minimum peanut content in products sold as “peanut butter” from 
87% to 90% took nine years in the administrative process, plus two additional years in 
litigation, and a retrospective analysis revealed that the extensive oral hearings had added 
almost nothing of value to the decision-making process. In 1990, Congress enacted the 
Nutrition Labeling and Education Act, which eliminated the fonnal rulemaking 
requirement for FDA food labeling rules (with a small number of specific exemptions). 
This seems to have been a direct response by Congress to the bad experience with formal 
rulemaking. 


2 



A second reason that Congress may have been reluctant to impose formal rulemaking 
requirements is that such requirements might not seem necessary in light of the gradual 
but dramatic expansion of the procedural requirements associated with the nominally 
“informal” notice-and-comment process. That process already provides for extensive 
opportunities for participation in the agency decision-making process and criticism of 
agency proposals. So there has not been a perceived need for more proceduralization of 
the rulemaking process in most regulatory policy areas. 

3. Last week, President Obama announced his plan to scale back or eliminate 
hundreds of federal regnlations that wonld save American businesses billions 
of dollars in nnnecessary costs. What impact wonld formal rulemaking have 
on this effort? 

Because the process for repealing or amending a regulation is also a “rulemaking” 
under the Administrative Procedure Act (APA) (see § 55 1(5) of the APA), virtually all of 
these proposals for scaling back or eliminating costly regulations would need to go 
through the rulemaking process. If fonual rulemaking were required for these ehanges, 
then the process would take considerably longer, and in many cases agencies might not 
be able to proceed with these cost-saving rulemakings, simply because they lack the time 
and resources to conduct formal rulemakings on all these mattes. 

4. Our colleagues on the other side of the aisle appear to argue that formal 
rulemaking provides an opportnnity for facts to be proven more rigoronsly 
and promotes more transparency with regard to agency decision-making. 
What is your response? 

Respectfully, T do not think that this claim is correct, for two related reasons. First, 
the notice-and-comment rulemaking process already provides extensive procedural 
safeguards that ensure both a considerable degree of transparency and ample opportunity 
for challenging agency factual assertions. 1 am not aware of any systematic evidence that 
notice-and-comment procedures are inadequate in this regard. Of course, one can always 
find cases where one disagrees with the agency’s conclusions, and in such cases it is 
always possible (and tempting) to assert that if only there had been more (or different) 
procedures, the outcome would have been different (and better). But I’m not aware of 
any credible evidence that there are significant problems with the notice-and-comment 
system with respect either to transparency or to the accuracy of agency factual 
conclusions. 

The second reason that formal rulemaking procedures will probably contribute much 
to the quality of the agency decision-making process is that formal rulemaking 
procedures are not all that well-suited to complex policy decisions that require balancing 
a broad array of competing interests. Formal rulemaking procedures are modeled after 
the procedures used for judicial trials. They imagine a highly adversarial process focused 
figuring out whether particular facts are true or not, and where much will turn on the 
credibility of witnesses’ accounts of a particular event. The archetypical sort of dispute 
that hearings like this are designed to address is whether a particular defendant broke a 
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particular existing law. But most rulemakings are more like legislative acts than 
adjudicative acts. They’re not about finding someone “guilty” or “liable,” but about 
designing the best policy to response to some complex social problem. The procedures 
that are appropriate therefore look more like the procedures a legislative body would use, 
rather than those that a court would use. (In this regard, it is worth observing that the 
U.S. Congress does not subject its Members, or their staffs, to cross-examination by 
lawyers representing opposing interests. Thinking about the reasons why Congress does 
not do this - even though it could - may be helpful in revealing important qualifications 
to sweeping statements about the virtues of adversarial, lawyer-dominated cross- 
examination, which in turn might clarify why so many commentators view these 
procedures as inappropriate for the rulemaking as well.) 

One final, related point: Much of the concern about the agency regulatory process 
seems to focus on agency use of scientific evidence. However, there is very little 
evidence that agencies are making scientific errors of the sort that cross-examination, or 
the other trappings of the formal rulemaking process, are likely to correct. Most of the 
disputed scientific questions at issue in agency regulations are issues of interpretation or 
extrapolation from inevitably imperfect data or theories. Moreover, the quasi-judicial 
formal rulemaking process seems particularly ill-suited for rigorous evaluation of these 
complex scientific questions. It is true that courts must often assess scientific evidence as 
well, and we do use cross-examination of expert witnesses in that context. But countless 
observers have argued persuasively that the courts in fact do quite a bad job handling this 
sort of complex scientific evidence, precisely because trial-type adversarial procedures 
are not very well -adapted to those sorts of issues. 

5. You note in your prepared statement that the “effect of imposing more 
stringent hard look review would be to make it more difficult and costly for 
agencies to adopt new rules.” Who would bear these additional costs? 

The costs would be borne (directly) by the agencies themselves, which would have to 
devote additional time and resources to each rulemaking proceeding. 

The costs would also be home (indirectly) by those members of the public who would 
benefit from the delayed or forgone agency’s action. 

6. Should judicial review be available to determine whether an agency has 
complied with the Information Quality Act? 

My instinct is no. The Information Quality Act already provides an administrative 
mechanism whereby parties can seek to ensure that agencies are in compliance with the 
regulations on infonnation quality. There is no evidence that these administrative 
mechanisms are inadequate. Indeed, I am not even aware of any individual cases in 
which these administrative mechanisms have failed to correct a clear violation of the 
relevant regulations. (There have been a few lawsuits maldng such allegations, but the 
assertions in those cases, so far as I can tell, seem fairly weak.) All judicial review would 
add, in this context, is additional cost to the agency, which in turn gives outside parties a 
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weapon that they can use to deter agencies from publishing controversial infonnation. In 
other words, judicial review under the IQA would facilitate the equivalent of “nuisance 
suits” in the private civil litigation context, where even meritless claims are used to extort 
concessions from a target anxious to avoid litigation costs. 

Though this is a bit beyond your question, 1 think it may also be worth pointing out 
that a potential problem with the IQA is its asymmetrical effect in the rulemaking 
process. If an agency wants to rely on its own studies or reports as the factual basis for a 
rule, those studies presumably must comply with the standards for quality and reliability 
laid out in the regulations promulgated pursuant to the IQA. The studies included in 
comments submitted by outside parties, however, do not need to meet these quality 
standards - even though these comments often make factual assertions that would not 
meet the relevant IQA guidelines. If Congress is committed to retaining the IQA, one 
might consider remedying this asymmetry by amending the IQA and/or the APA to make 
clear that an agency need not take into account public comments that rely on data or 
studies (including studies of a regulation’s likely economic impact) if those studies would 
not conform to the IQA guidelines that would apply to government infonnation on the 
same topic. 

7. Mr. Francisco contends that courts “[o]ver time” have shifted “strongly 
toward deference and away from rigorous judicial review.” Do you agree 
that such a shift has occurred? 

Respectfully, I do not agree. It is certainly true that the federal courts are generally 
deferential to agency conclusions of fact, law, and policy. This has been true for some 
time. But the claim that the level of deference is high is distinct from the claim that the 
level of deference has been increasing. There is no solid evidence to support the latter 
claim, and indeed there are some suggestive indicators that the claim is incorrect. 

This is most evident with respect to judicial review of questions of law. Prior to the 
1980s, judicial review of agency legal interpretations, though deferential, applied a multi- 
factor balancing test. Often the courts would reject an agency’s proposed construction of 
a statute if the reviewing court concluded that, all things considered, deference would not 
be appropriate. The Supreme Court’s seminal decision in Chevron v. Natural Resources 
Defense Council prompted a move toward a more categorical and deferential approach to 
judicial review of agency statutory interpretations. But in 2001, the Court decided United 
States V. Mead Corporation, which suggested significant limits to Chevron' a scope, and 
provoked a flurry of cases in the lower courts exploring these limits. Thus for the last ten 
years the movement in the doctrine seems to have been away from deference and toward 
(somewhat) more rigorous judicial review - precisely the opposite of Mr. Francisco’s 
claim. (Indeed, 1 was somewhat surprised that Mr. Francisco’s prepared statement did 
not even mention the Mead decision in his discussion of judicial deference to agency 
legal interpretations, despite the fact that Mead is probably the most important 
administrative law decision of the past decade.) More generally, the few studies that try 
to measure judicial deference over time have not found clear trends in one direction or 
another over the past several decades. Rather, the pattern seems to be more random, or 
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perhaps cyclical, with judicial deference sometimes increasing and sometimes 
decreasing. (My own contribution to this literature, now perhaps somewhat out of date, 
is Matthew C. Stephenson, “Mixed Signals: Reconsidering the Political Economy of 
Judicial Deference to Administrative Agencies,” Administrative Law Review 56(3): 657- 
738 (2003).) 

On “hard look” judicial review of agency factual and policy conclusions, the evidence 
is even murkier, but I am not aware of anything that would support the assertion that 
judicial deference has increased sharply over the past decade or so. Certainly it is not 
hard to find prominent cases in which the courts have invalidated agency decisions as 
arbitrary and capricious, or as unsupported by substantial evidence. Judicial reversal 
rates alone cannot tell us all that much, because agencies are likely to change their 
behavior in response to the anticipated behavior of the courts. Nonetheless, the “rigor” of 
judicial review on questions of fact and policy does not seem to have changed all that 
much. 

Perhaps Mr. Francisco’s claim was about a much longer-temi trend. If his point was 
that courts (especially the D.C. Circuit) engaged in more rigorous judicial review in the 
1960s and 1970s, but that since the mid-1980s the courts have generally adopted a more 
deferential approach, then 1 would largely agree. But if the claim is about a more recent 
trend toward increased judicial deference, then I would have to respectfully disagree that 
there is any reliable evidence supporting that assertion, and the limited evidence that does 
exist suggests that, if anything, the opposite is true. 

8. Would formal rulemaking inhibit or even largely foreclose significant public 
participation by individuals and noncommercial interests? Would it enable 
commercial interests to play a greater role - because of the attendant 
litigation expenses - than it affords individuals or noncommercial interests? 
Ts it possible that formal rulemaking could be construed to be less democratic 
than informal rulemaking, which essentially provides a more level playing 
ground? 

1 think 1 might disagree slightly with the suggestion, in the last part of your question, 
that informal rulemaking provides a “level playing ground.” There is plenty of evidence 
that commercial interests are much better and representing their interests in this process 
than are other constituencies. (See, e.g., Jason Yackee & Susan Webb Yackee, “A Bias 
Toward Business?: Assessing Interest Group Influence on U.S. Bureaucracy,” Journal of 
Politics 78: 128-139 (2006).) 

But your question is really about a comparison between formal and informal 
rulemaking. Here, I’m not aware of any evidence one way or the other, in part because 
there are so few areas where formal rulemaking is required we don’t have a lot of data. 
But I am inclined to agree with your suggestion that greater proceduralization of the 
rulemaking process will give an advantage to those who can participate directly in the 
process, which in turn means that more procedural formalization will tend to advantage 
those who can afford to hire fancy Washington lawyers who are good at this sort of thing. 
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So 1 think it’s fair to hypothesize that formal rulemaking might give commercial interests 
even more of an advantage over individuals (though, again, true “individuals” - those not 
affiliated with some larger organization - already have very little real influence on 
agency decision-making.) 

In tenns of whether fomial rulemaking will advantage (organized) commercial 
interests over (organized) commercial interests, I’m not as certain. Overall, 1 think 1 
would agree that commercial interests would probably have an advantage, given their 
greater access to resources and more direct stake in many agency regulatory decisions. 
But certain non-commercial organizations might also benefit (at least in the short term) 
from greater formalization of the rulemaking process. Tt’s always worth recalling, after 
all, that in the late 1970s and early 1980s it was often the “public interesf’ organizations, 
like the Natural Resources Defense Council, that sought to impose or exploit formal 
procedures in order to slow down, stop, or modify agency rules. The handful of public 
interest groups that are large, well-financed, and sophisticated might do reasonably well 
in a more formalized rulemaking environment. By and large, these are the same 
organizations that already have a reasonable degree of influence in noticc-and-comment 
rulemaking. 

9. 'When non-industry interests do not participate in the rulemaking process, is 
it more difficult for administrative officials to ascertain their views on issues 
of fact, law, or policy? 

Yes, it is more difficult, though it is not impossible for interested parties to convey 
their views outside of the context of the “official” comments submitted in rulemaking. 

It’s also worth noting that although I share the concern about the distributional effects 
of greater formalization, the problem isn’t so much that formal procedures would exclude 
parties who would otherwise have participated in the notice-and-comment procedure. 
After all, the formal rulemaking procedures do not prohibit interested parties from 
submitting written comments. The problem is that procedural formalization creates an 
additional opportunity to attack the agency regulation, and this set of additional 
procedural “weapons” can be more easily utilized by some parties than by others. 

10. Is public participation in agency decisionmaking highly sensitive to cost and 
delay? 

Tm not sure 1 completely follow the question, but if 1 understand it correctly, you’re 
asking whether increasing the costs and delays of the rulemaking process would reduce 
public participation in that process. Here, Td say that although there may not be a big 
direct effect, there’s an important - and easy to overlook - indirect effect. 

The reason T don’t think there would be a big direct effect is that making agency 
rulemakings more costly and time-consuming for the agency does not necessarily mean 
that participation becomes much more costly to the public. (Certain forms of 
participation may be prohibitively costly, of course. But if a member of the public would 


7 



have sent in a comment in a notice-and-comment proceeding, she can send in exactly the 
same comment in a formal rulemaking proceeding.) There’s even a sense in which 
greater delay might increase public participation, insofar as dragging on the hearing 
process for years enables more potentially interested parties to jump in, though in my 
view that sort of increased “participation” has very little true value. 

So I don’t think public participation in rulemaking is highly sensitive to cost and 
delay in the way your question implies. But T do think that greater formalization of the 
rulemaking process would have a profound adverse effect on public participation through 
a more indirect channel. As I mentioned in my prepared remarks, one likely (and 
reasonably well -documented) consequence of imposing greater procedural costs to the 
rulemaking process is the tendency of agencies to make more of their important policy 
decisions outside of that process. That is, as rulemaking becomes more costly, agencies 
will make their “rules” through case-by-case administrative adjudications or through 
ostensibly non-binding “guidance” documents. These alternative procedural forms do 
not provide the same opportunities for broad public participation as the notice-and- 
commcnt rulemaking process does. So, although increasing the costs and delays 
associated with rulemaking might not reduce opportunities for public participation in the 
rulemaking process itself, such an increase in procedural costs would lead agencies to 
make policy using other mechanisms that do not involve as much public participation, 
leading to an overall decline in public participation in the agency policymaking process. 

11. Why have most scholarly commentators emphatically rejected the imposition 
of cross-examination as part of rulemaking procednres? 

As I mentioned in my prepared remarks and in answer to a previous question, the 
reason is basically threefold: 

First, existing notice-and-comment procedures provide ample opportunity for critical 
analysis of agency proposals and factual assertions, such that additional procedures like 
cross-examination do not seem to be needed. 

Second, as the cautionary example of the FDA’s peanut butter rule should remind us, 
cross-examination (and the other features of formal rulemaking) can impose substantial 
costs, delays, and inefficiencies, leading to the “ossification” of agency rulemaking and 
giving agencies incentives to find other, less socially desirable ways to make policy (such 
as case-by-case adjudication). 

Third, adversarial cross-examination procedures, though perhaps well-suited for the 
resolution of certain types of individualized controversies (such as whether a particular 
defendant is broke an existing law), it is not all that well-suited to the sorts of quasi- 
legislative policy decisions that are central in most agency rulemakings, nor are they very 
effective in illuminating the interpretation of complex scientific data (which is perhaps 
why adversarial cross-examination, though used in judicial trials, is typically used neither 
by legislative nor scientific bodies). 



235 


1 would like to emphasize here that the scholarly rejection of a fonnal cross- 
examination is broad and bipartisan. I fear, given the tenor of this hearing and some of 
the surrounding commentary, that this issue is in danger of developing a highly partisan 
cast, with Republican Members pushing for more formal rulemaking and Democratic 
Members opposing it. This would be unfortunate. I would respectfully suggest that 
before proceeding with any legislation in this area, majority Members canvass the views 
not only of the handful of D.C. lawyers who are pushing for more procedural 
formalization, but also of conservative Republican administrative law scholars (several of 
whom 1 would be happy to recommend) who would provide a very different perspective. 
I think the Committee would find that the opposition to mandating formal rulemaking is 
broad and bipartisan, and with good reason. 

12. Under a less deferential judicial review standard, would agencies - in order 
to avoid Judicial reversal - amass substantial records that could substantially 
slow down the rulemaking process and make it more cumbersome and 
expensive? 

Yes, and there is substantial evidence that they already do this. The academic 
literature on this phenomenon - the so-called “ossification” of agency rulemaking - is 
extensive (though there are some who have questioned whether the effect under current 
law is as large as other scholars have claimed). Some of the scholarly books and articles 
documenting this phenomenon include: R. Shep Melnick, Regiihrion and The Courts 
(1983); Martin Shapiro, Who Guards the Guardians? Judicial Control of Administration 
(1988); Frank B. Cross, Pragmatic Pathologies of Judicial Review of Adminislr alive 
Rulemaking, 78 N.C. L. REV. 1013 (2000); Thomas O. McGarity, Some Thoughts on 
“Deossijying” the Rulemaking Process, 41 DUKE L.J. 1385 (1992); Thomas O. 
McGarity, The Courts and the Ossifieation of Rulemaking, 75 Tfx. L. Rev. 525 (1997); 
Richard J. Pierce, Jr., Seven Wctys to Deossify Agency Rulemaking, 47 Admin. L. Rev. 59 
(1995); Richard J. Pierce, Jr., The Unintended Effects of Judicial Review of Agency 
Rules: How Federal Courts Have Contributed to the Electricity Crisis of the 1990s, 43 
Admin. L. Rev. 7 (1991); Richard J. Pierce, Jr., Judicial Review of Agency Actions in a 
Period of Diminishing Agency Resources, 49 Admtn. L. Rev. 61 (1997). 

13. Would a small business or community organization be able to provide 
sophisticated scientific of technical evidence in support of its position that 
could balance a large corporation’s ability to flood the record with scientific 
studies that support its position? 

Sometimes yes, but very often no. 

14. Could well-financed interests be in a better position to control the factual 
conclusions of an agency proceeding than smaller organizations or even the 
agency itself? 
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Yes, that is often the case. This is true in the regulatory process in much the same 
way, and for much the same reason, that it is often true in the legislative and judicial 
process. 
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